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(1) 

HEARING ON BENEFICIARY PROTECTIONS IN 
MEDICARE PART D 

THURSDAY, JUNE 21, 2007 

U.S. HOUSE OF REPRESENTATIVES, 
COMMITTEE ON WAYS AND MEANS, 

SUBCOMMITTEE ON SELECT REVENUE MEASURES, 
Washington, D.C 

The Subcommittee met, pursuant to notice, at 2:00 p.m., in room 
1100, Longworth House Office Building, Hon. Fortney Pet Stark 
[Chairman of the Subcommittee] presiding. 

[The advisory announcing the hearing follows:] 
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ADVISORY 
FROM THE COMMITTEE ON WAYS AND MEANS 

SUBCOMMITTEE ON HEALTHFOR IMMEDIATE RELEASE 

CONTACT: FOR IMMEDIATE RELEASE 
June 21, 2007 
HL–14 

Stark Announces a Hearing on Beneficiary 
Protections in Medicare Part D 

House Ways and Means Health Subcommittee Chairman Pete Stark (D–CA) an-
nounced today that the Subcommittee on Health will hold a hearing on protecting 
beneficiaries in Medicare Part D plans. The hearing will take place at 2 p.m. 
on Thursday, June 21, 2007, in Room 1100, Longworth House Office Build-
ing. 

In view of the limited time available to hear witnesses, oral testimony at this 
hearing will be from the invited witness only. However, any individual or organiza-
tion not scheduled for an oral appearance may submit a written statement for con-
sideration by the Committee and for inclusion in the printed record of the hearing. 

BACKGROUND: 

The Medicare Modernization Act of 2003 (P.L. 108–173) created a new Medicare 
Part D voluntary prescription drug program for beneficiaries. Since January 2006, 
beneficiaries have had the opportunity to enroll in private-sector prescription drug 
plans. As of March 2007, 16.9 million beneficiaries were enrolled in stand-alone pre-
scription drug plans (PDPs) and another 7.1 million were enrolled in Medicare Ad-
vantage plans offering prescription drugs (MA–PDs). Millions more Medicare bene-
ficiaries receive drug coverage through other sources like the Department of Vet-
erans Affairs or a former employer. 

In nearly every state, beneficiaries must choose among more than 50 different 
drug plan options offered by eight to 40 different plan sponsors. Each plan can offer 
a unique benefit structure as long as it is actuarially equivalent to the standard 
benefit. This forces beneficiaries to compare widely varying premium, cost-sharing, 
formulary, and utilization management designs. Beneficiary confusion about the 
number and type of plan offerings has led to calls for prescription drug plan stand-
ardization, similar to the Medigap market, or for the creation of a drug program 
administered by Medicare that competes with private sector plans. 

Implementation of the new Part D drug program was fraught with problems. 
Beneficiaries had trouble navigating the multitude of drug plan choices, and even 
after signing up many still struggled to get their drugs at the pharmacy counter. 
While many of those early problems have been fixed, Congress has an obligation to 
make sure Part D runs smoothly and beneficiaries are adequately protected. Advo-
cates for Medicare beneficiaries have expressed ongoing concerns with enrollment 
periods and practices, formulary requirements and exceptions, appeals and griev-
ance procedures, marketing abuses and beneficiary education. 

In announcing this hearing, Chairman Stark said: ‘‘Part D has been up and 
running for a year and a half, and Congress has yet to look at any changes 
necessary to protect beneficiaries in this new program. It’s time to shine 
the light on Part D and see if there are some simple things we can do to 
improve the program for beneficiaries and taxpayers.’’ 
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FOCUS OF THE HEARING: 

The hearing will focus on Medicare Part D, ongoing beneficiary protection issues 
in the new program, and possible statutory changes necessary to improve the pro-
gram for beneficiaries and taxpayers. 

DETAILS FOR SUBMISSION OF WRITTEN COMMENTS: 

Please Note: Any person(s) and/or organization(s) wishing to submit for the hear-
ing record must follow the appropriate link on the hearing page of the Committee 
website and complete the informational forms. From the Committee homepage, 
http://waysandmeans.house.gov, select ‘‘110th Congress’’ from the menu entitled, 
‘‘Committee Hearings’’ (http://waysandmeans.house.gov/Hearings.asp?congress=18). 
Select the hearing for which you would like to submit, and click on the link entitled, 
‘‘Click here to provide a submission for the record.’’ Once you have followed the on-
line instructions, completing all informational forms and clicking ‘‘submit’’ on the 
final page, an email will be sent to the address which you supply confirming your 
interest in providing a submission for the record. You MUST REPLY to the email 
and ATTACH your submission as a Word or WordPerfect document, in compliance 
with the formatting requirements listed below, by close of business Thursday, July 
5, 2007. Finally, please note that due to the change in House mail policy, the U.S. 
Capitol Police will refuse sealed-package deliveries to all House Office Buildings. 
For questions, or if you encounter technical problems, please call (202) 225–1721. 

FORMATTING REQUIREMENTS: 

The Committee relies on electronic submissions for printing the official hearing record. As al-
ways, submissions will be included in the record according to the discretion of the Committee. 
The Committee will not alter the content of your submission, but we reserve the right to format 
it according to our guidelines. Any submission provided to the Committee by a witness, any sup-
plementary materials submitted for the printed record, and any written comments in response 
to a request for written comments must conform to the guidelines listed below. Any submission 
or supplementary item not in compliance with these guidelines will not be printed, but will be 
maintained in the Committee files for review and use by the Committee. 

1. All submissions and supplementary materials must be provided in Word or WordPerfect 
format and MUST NOT exceed a total of 10 pages, including attachments. Witnesses and sub-
mitters are advised that the Committee relies on electronic submissions for printing the official 
hearing record. 

2. Copies of whole documents submitted as exhibit material will not be accepted for printing. 
Instead, exhibit material should be referenced and quoted or paraphrased. All exhibit material 
not meeting these specifications will be maintained in the Committee files for review and use 
by the Committee. 

3. All submissions must include a list of all clients, persons, and/or organizations on whose 
behalf the witness appears. A supplemental sheet must accompany each submission listing the 
name, company, address, and telephone and fax numbers of each witness. 

Note: All Committee advisories and news releases are available on the World 
Wide Web at http://waysandmeans.house.gov. 

The Committee seeks to make its facilities accessible to persons with disabilities. 
If you are in need of special accommodations, please call 202–225–1721 or 202–226– 
3411 TTD/TTY in advance of the event (four business days notice is requested). 
Questions with regard to special accommodation needs in general (including avail-
ability of Committee materials in alternative formats) may be directed to the Com-
mittee as noted above. 

f 

Chairman STARK. We will begin our hearing. 
We focused a lot of attention last month on the low-income sub-

sidies for Part D, and we are going to continue today taking a look 
at how it is working overall for beneficiaries. We don’t intend for 
today’s hearing to be a cheerleading session, and I hope we will lay 
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the groundwork for improvements that we might possibly be able 
to achieve in this year’s legislation. The program, it is new, but it 
doesn’t mean that we can’t, working together, acknowledge ways in 
which we could improve it. 

I am going to ask unanimous consent that the rest of this mag-
nificent statement that I have prepared, in the interest of time, be-
cause I understand in another 20 or 30 minutes we may have some 
votes, so for the rest of this statement appear in the record in its 
entirety. 

[The prepared statement of Mr. Stark follows:] 
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Chairman STARK. I recognize Mr. Camp for any comments he 
would like to make. 

Mr. CAMP. Thank you, Mr. Chairman. 
I have a pretty long statement as well, which I will ask unani-

mous consent to be placed in the record. In the interest of time, I 
will shorten mine as well. 

I just want to say that we have almost 28 million Medicare bene-
ficiaries receiving help with prescription drug costs because of the 
Medicare Modernization Act. A total of 39 million Medicare bene-
ficiaries have drug coverage, and that is a significant success. Sen-
iors are saving an average of 1,200 off the cost of prescription 
drugs this year, and national polls show that more than 80 percent 
of seniors are satisfied with their benefits. 

Obviously, is Part D perfect? Of course not. Can Part D be im-
proved? I absolutely believe it can. But I think we need to tread 
carefully when considering fundamental changes in this important, 
successful and well-liked program. 

I just want to make sure that, having looked at some of the testi-
mony that we have today, there may be a few inaccuracies in some 
of those on the second panel; and I would like us to address at least 
the testimony. Two witnesses are going to say that CMS does not 
notify beneficiaries of their right to appeal, and in my knowledge 
CMS does dedicate 10 pages in the Medicare and You Handbook, 
which is now issued to every beneficiary. 

Obviously, we hold these hearings to get a better understanding 
of important issues that help guide us as we try to legislate, but 
I do also want to make certain that the information the Committee 
receives is accurate. So, I look forward to hearing the testimony 
today and shedding light on this very important program, and I 
will have the rest of my statement placed in the record. 

Thank you, Mr. Chairman. 
Chairman STARK. Without objection. 
[The prepared statement of Mr. Camp follows:] 
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Chairman STARK. If nobody else cares to enlighten us at this 
point, we will turn to our first panel. It is a pleasure to have the 
Acting CMS Administrator, Leslie Norwalk, back with us today; 
and we have the privilege of being enlightened by Ms. Kathleen 
King from the Government Accountability Office, which I assume 
you know as GAO. 

Thank you both for joining us; and can you tell us, starting with 
Ms. Norwalk, how we might improve Part D and make it work bet-
ter for our beneficiaries? 

STATEMENT OF LESLIE V. NORWALK, ACTING ADMINIS-
TRATOR, CENTERS FOR MEDICARE AND MEDICAID SERV-
ICES 

Ms. NORWALK. I am happy to do that, Chairman Stark. Good 
afternoon. I will probably do a little bit of cheerleading first, but 
I promise to get to that in my statement. 

Chairman Stark, Representative Camp and distinguished Mem-
bers of the Subcommittee, I am pleased to be here to discuss the 
Medicare prescription drug benefit, or Part D. Today, 24 million 
people in Medicare are enrolled in Part D. For more than a year, 
surveys have consistently told us that over 80 percent of bene-
ficiaries are satisfied with their coverage. Part D is working espe-
cially well for those needing assistance most urgently. Nearly nine 
out of ten new eligibles report satisfaction with the Medicare drug 
benefit. 

As you know, the Medicare Modernization Act established a 
number of important beneficiary protections under Medicare Part 
D which help ensure that beneficiaries do, in fact, have access to 
the covered drugs they need and also help prevent discrimination 
against certain classes of beneficiaries. Seamless policies imple-
menting these protections require plans to provide a wide range of 
information to enrollees regarding their rights and benefits under 
the plan. 

All Part D plans must contract with a broad-knit range of net-
work pharmacies throughout their service area, conform to detailed 
marketing guidelines, operate toll-free customer service lines with 
convenient hours and participate in consumer satisfaction surveys. 

Plan formularies are required to be submitted annually for CMS 
review and approval. We follow a rigorous multi-step review proc-
ess to ensure that plan formularies include a wide range of Part 
D-covered drugs across all therapeutic drugs and categories. We 
also review plan utilization management techniques, such as prior 
authorization or step therapy, to ensure that they are not being 
used to discriminate against beneficiaries, particularly those with 
high drug costs; and these are techniques widely used in Medicaid 
and the commercial market. 

Utilization management techniques may be viewed appropriately 
as an added benefit for plan enrollees. Step therapy and prior au-
thorization are routinely used to ensure that dosing follows the up-
dated label or to protect against potentially lethal drug inter-
actions. 

While these utilization management techniques may sometimes 
cause delays or frustration, they in fact protect beneficiaries, which 
is our utmost priority. This is particularly the case given the num-
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ber of beneficiaries with multiple doctors that may know the pa-
tient’s full drug history. 

Plans also must have grievance coverage determination in ap-
peals processes that are consistent with statutory requirements 
and CMS policy. Beneficiaries may request an exception to gain 
coverage of nonformulary drugs from their plan, and once granted 
that exception remains in effect through the duration of the benefit 
year. 

Our policies require that plans grant exceptions when medically 
necessary based on a prescribing physician’s supporting statement. 
For example, if a physician indicates and provides supporting med-
ical evidence that the covered Part D drug on any tier of a plan’s 
formulary would not be as effective and/or would have an adverse 
effect for a planned enrollee, that plan must cover the prescribed 
non-formulary drug. 

Plans must issue decisions on requested exemptions as quickly as 
an enrollee’s health status requires. Plans must also have proce-
dures to expedite these determinations and render decisions within 
24 hours. As an enrollee, his or her designated representative, or 
the enrollee’s prescribing physician, may request that a Part D 
plan expedite coverage determination when the enrollee or the phy-
sician believes that waiting for a decision under the standard time-
frame may place the enrollee’s health in serious jeopardy. If an en-
rollee is dissatisfied with the coverage determination, he or she can 
appeal. 

The prescribing physician may also ask for an expedited first- 
level appeal or redetermination on behalf of the enrollee. Standard 
redeterminations must be communicated within 7 days after receiv-
ing the request. For an expedited redetermination, they must be 
done within 72 hours after the request. 

If a plan issues an adverse redetermination, they are required to 
give the enrollee notice that includes information on how to do a 
further appeal with an independent review entity, or IRE. To help 
ensure these requirements are followed, CMS collects data on the 
number of appeals that are forwarded by the plan to the IRE for 
consideration and analyze that data and investigate outliers. We 
also receive appeal information directly from the IRE. 

We have done a whole lot to make the coverage determination 
and appeals process more understandable and accessible for bene-
ficiaries, as Representative Camp mentioned, including a whole 
host of publications and so forth. We also have given the pharmacy 
a standard form to give to beneficiaries when drugs are denied at 
the counter. 

In addition to these, we have established baseline measures for 
tracking plan performance across a wide range of other metrics, in-
cluding customer service, satisfaction surveys, complaint data, ap-
peals data, disenrollment rates, generic dispensing and various 
quality measures. 

As a part of our routine monitoring, CMS immediately contacts 
plans to resolve any identified patterns of unacceptable perform-
ance or to prevent potential problems. We will also issue report 
cards later this year on plan performance so beneficiaries can look 
at them for the upcoming enrollment season. 
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We also take very seriously any violation of program require-
ments. When warranted, we initiate compliant actions against 
plans not meeting the baseline measures. Actions may range from 
corrective action plans to civil monetary penalties or removal from 
the program, depending on the extent to which plans have violated 
the requirements. 

Our efforts are continually evolving. For example, we are work-
ing to improve methods of identifying companies focused on compli-
ance audits in order to make more effective use of available re-
sources. We have a risk contractor assessment methodology that 
identifies organizations in program areas representing the greatest 
compliance risks to Medicare beneficiaries in the government and 
expect to have an enhanced, centralized, data-driven risk assess-
ment in place for the 2008 benefit year. 

With ongoing vigilance and improvements such as this, I am con-
fident we will continue to see high levels of beneficiary satisfaction 
with Part D and will effectively manage plan compliance as prob-
lem areas arise. 

Finally, the number one challenge CMS has encountered in im-
plementing the benefit is the requirement that beneficiaries must 
be allowed to have their premiums withheld from Social Security 
checks. We have dedicated more staff, more resources and more 
time on this considerable issue than any other, and it is our first 
and foremost concern. 

We are in the final stages of completing our review of impacted 
beneficiaries who have premium withhold issues. Our next step is 
reconciling all 2006 premiums, and we expect to complete this in 
a matter of months. 

Unfortunately, there is no quick fix for this problem. CMS and 
the Social Security Administration will continue to devote signifi-
cant resources to solving the numerous underlying issues that lead 
to inaccurate premiums and beneficiary cost sharing due to the 
premium withhold requirements. 

Thank you, and I would be happy to answer any questions you 
might have. My written statement I think you should have for the 
record. 

[The prepared statement of Ms. Norwalk:] 

Statement of Leslie V. Norwalk, Acting Administrator, Centers for Medicare 
and Medicaid Services 

Good afternoon Chairman Stark, Representative Camp and distinguished mem-
bers of the Subcommittee. I am pleased to be here today to discuss the Medicare 
prescription drug benefit (Part D) and in particular, beneficiary protections and plan 
oversight. Following the enactment of Part D with the Medicare Prescription Drug, 
Improvement and Modernization Act of 2003 (MMA), CMS undertook an unprece-
dented outreach campaign, resulting in approximately 90 percent of eligible bene-
ficiaries having creditable coverage for prescription drugs through Part D or other 
sources by the end of the initial enrollment period (May 15, 2006). CMS has worked 
equally hard to ensure that once enrolled, people with Medicare are able to take ad-
vantage of their prescription drug coverage without difficulty. 
Part D in 2007: Lower Costs and Improved Satisfaction 

In many respects, Part D is the single most important benefit addition in the his-
tory of the Medicare program. Nearly 24 million beneficiaries are enrolled in a Part 
D Prescription Drug Plan (PDP) or Medicare Advantage Prescription Drug Plan 
(MA–PD). More importantly, according to recent surveys, overall satisfaction with 
Part D continues to be high among enrollees in the Medicare drug benefit. In Sep-
tember of 2006, a survey conducted for the Medicare Rx Education Network re-
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1 Results are based on a telephone survey of 802 seniors ages 65+ enrolled in Medicare, con-
ducted September 1–7, 2006, by KRC Research for the Medicare Rx Education Network. Of 
those surveyed, 82 percent are somewhat (29 percent) or very (53 percent) satisfied with their 
coverage. The margin of error for the full sample is + 3.5 percentage points. 

ported that over 80 percent of Medicare beneficiaries are satisfied with their current 
coverage and drug plans, including beneficiaries eligible for both Medicare and Med-
icaid (dual eligibles), who receive the low income subsidy (LIS).1 According to the 
follow-up survey conducted by the Network in early January 2007, overwhelming 
majorities of enrollees give Part D high ratings along a number of dimensions: 91 
percent said the plan is convenient to use; 89 percent said they understand how the 
plan works; 86 percent said the plan has good customer service; 81 percent said the 
co-pays are affordable; 79 percent said the monthly premium is affordable; and 77 
percent said the plan covers all medicines. Part D is working especially well for 
those who need assistance most urgently. The Medicare Rx Education Network re-
ports that almost 9 out of 10 dual-eligible enrollees are satisfied with their coverage. 

In addition to beneficiary participation and satisfaction, the program also has re-
sulted in significant savings for beneficiaries and lower-than-projected costs for tax-
payers. Beneficiaries are saving an average of 1,200 a year, with estimated average 
premiums in 2007 now at $22 a month, down from an average of $23 a month in 
2006 and 42 percent lower than the original estimate of 37 a month. 

The latest cost projections for Part D through 2015, released on April 23 with the 
2007 Medicare Trustees Report, are 13 percent lower than estimated in the 2006 
Trustees Report (and substantially lower than the original estimates from 2003). 
Plan bids for 2007 were 10 percent lower than in 2006, as a result of intense com-
petition among plans to attract and retain enrollees and plans’ expectations to fur-
ther increase use of inexpensive generic drugs, rather than more costly brand-name 
equivalents. In addition, overall prescription drug costs have increased much more 
slowly during 2004–2006 than in prior years. Together with additional factors, these 
developments have reduced projected Part D costs significantly compared to the esti-
mates in the 2006 Trustees Report. 
What a Difference a Year Makes: Lessons Learned 

When CMS last appeared before this Subcommittee to testify regarding the Part 
D prescription drug benefit, we reported on our efforts to resolve a number of sys-
tems and process issues that impacted some Part D enrollees’ ability to access cov-
ered drugs. CMS worked hard to find and fix the problems, and took significant 
steps early to avoid similar issues in 2007. We worked with plans, pharmacists and 
States to improve data systems impacting beneficiary access. For example, we facili-
tated better communication between plans and pharmacies, which resulted in up-
grades to pharmacy software systems that will improve messaging between phar-
macies and plans for better customer service. Also, throughout the year, CMS made 
a series of systems and process changes and enhancements to improve our file and 
data exchanges with plans, SSA and the States to improve performance and accu-
racy in beneficiary enrollment and benefits processing. 

In September of 2006, CMS published a ‘‘Readiness Checklist’’ for all prescription 
drug plans, reminding them of their obligations, key dates, and vital tasks to ensure 
a smooth annual enrollment season and transition to the 2007 benefit year. The 
Readiness Checklist included elements related to call center requirements, com-
plaint resolution, systems testing and connectivity, data submission and file proc-
essing, enrollment procedures, beneficiary marketing and communication strategies, 
beneficiary and pharmacy customer service, and timely payment to pharmacies. 

In early November 2006, CMS asked all plans to report on their successes and 
any problems encountered in accomplishing the tasks on the Readiness Checklist. 
The results from this exercise served two important functions: First, it reassured 
CMS that the vast majority of plans were fully prepared for annual enrollment and 
the new benefit year, and that they had successfully implemented our guidance and 
requirements. Second, it identified areas where some plans indeed were having 
problems—for example, some plans reported that they were not able to issue the 
Annual Notices of Change (ANOCs) within the timeframe specified by CMS. Using 
this information from the Readiness Checklist, CMS was able to quickly implement 
a strategy to ensure that beneficiaries who did not receive an ANOC in a timely 
manner would be granted a special election period to extend the period of time they 
had to make a decision about their 2007 plan choice. CMS intends to repeat the 
Readiness Checklist exercise again this fall, in preparation for the 2008 plan year. 

In the case of dual eligibles, CMS worked vigorously to address and fix the prob-
lems that caused the transition issues in 2006 in order to ensure a smoother transi-
tion in 2007. In the fall of 2006, CMS identified a handful of plans that either would 
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be receiving auto-enrollees and facilitated enrollees for the first time or would re-
ceive a significantly higher volume of auto-enrollees and facilitated enrollees in 2007 
compared to 2006. To ensure that these beneficiaries would experience a smooth 
transition to receiving their prescription benefits through a Part D plan, CMS con-
ducted auto-enrollment and facilitated enrollment readiness audits. These audits 
were very thorough and examined all of the systems and other processes plans need-
ed to have in place to successfully process the enrollment records, communicate with 
beneficiaries, and provide service. Any plan that was not fully prepared to under-
take this important task was excluded from receiving auto-enrollments and facili-
tated enrollments. CMS plans to administer readiness audits again in 2007, in prep-
aration for the 2008 benefit year. 

To ensure a smooth transition for the existing LIS population specifically, CMS 
worked with States and SSA to identify dual eligibles and other limited-income 
beneficiaries (QMB, SLMB, Q–1 and SSI) beneficiaries who would again automati-
cally qualify for LIS in 2007. Such beneficiaries were ‘‘re-deemed’’ for the low income 
subsidy for all of 2007. CMS also identified those who would not be automatically 
eligible in 2007, and worked with SSA to contact these individuals by mail in Sep-
tember of 2006. The notification explained the loss of deemed status, encouraged the 
beneficiary to apply for LIS, and provided an application for LIS with a postage paid 
envelope. It was CMS’s goal to ensure that each of these beneficiaries was aware 
of their change in status and able to take action accordingly. 

Additionally, CMS provided guidance and information to State Medicaid Direc-
tors, including a list of the affected beneficiaries (at the zip code level), and sent 
information to plans about their affected members in early October so that they 
could conduct outreach (by phone or mail). Over the past several months, almost 
50 percent of those who had lost their deemed status regained such status or ap-
plied for the subsidy and qualified for LIS with SSA. CMS has already provided 
guidance to States about our process for 2008, and we have been working with SSA 
to identify ways to reach out to those who lose deemed status to ensure that they 
apply with SSA as early as possible. 

CMS also anticipated transition issues related to the requirement that plan spon-
sors must qualify annually for automatic assignment of dual eligible beneficiaries. 
Due to the nature of the annual bidding process and the requirement that dual eli-
gible beneficiaries be assigned only to plans that submit bids below the regional low- 
income benchmark (LIS benchmark), a strong potential existed that many plans 
qualified to accept auto-assignment of dual eligible beneficiaries in 2006 might not 
qualify in 2007 resulting in a large-scale shift of this population in the new benefit 
year. 

To address this issue, as well as to promote effective competition that builds on 
the savings achieved through beneficiaries’ plan choices in 2006, CMS is conducting 
a demonstration for 2007 that implements a transitional approach to determining 
the federal contribution to the drug benefit for low-income Medicare beneficiaries in 
2007. This demonstration resulted in greater stability in zero-premium plan options 
for LIS beneficiaries, thus minimizing the need for beneficiaries to be reassigned for 
2007. In addition, as another key aspect of CMS’ efforts to minimize dual eligible 
beneficiary movement among plans, CMS is conducting a demonstration for 2007 
that permits plans with premium increases of less than 2 above the LIS benchmark 
to qualify to retain their current LIS beneficiaries. Where the plan’s premium in-
creased by more than that amount, the beneficiary was reassigned to another plan 
offered by the same sponsor with a premium below the benchmark, where possible, 
to minimize transition issues. If a beneficiary had independently chosen that plan 
for 2006, CMS honored the decision for 2007, allowing the beneficiary to remain in 
their 2006 plan. In these cases, plans notified individuals of their prospective pre-
mium increase in 2007 and of their right to change plans. 

Thanks to these efforts, fewer than 250,000 individuals needed to be re-assigned 
randomly to different prescription drug plan sponsors. These individuals received a 
letter on color-coded (blue) paper in November indicating that their 2006 plan’s pre-
miums were increasing for 2007 and that they would be reassigned to a new plan. 

Finally, CMS has made important strides to promote a seamless transition for 
Medicaid-eligible individuals who are about to attain Medicare eligibility. In July of 
2006, we asked States to begin submitting information to us concerning these indi-
viduals in advance of their Medicare eligibility so that CMS can deem them eligible 
for the LIS and assign them to a Medicare Part D plan before the start of their Part 
D eligibility. This prospective identification and enrollment process has resulted in 
the seamless transition of more than 10,000 new dual eligible individuals per month 
into Medicare Part D coverage. 
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Beneficiary Protection and CMS Oversight of Part D Plans 
Medicare Part D includes beneficiary rights and protections similar to those in 

other parts of Medicare. These rights and protections are intended to ensure bene-
ficiaries have access to covered Part D drugs, and prevent discrimination against 
certain classes of beneficiaries (e.g., those with high drug costs). For example, Part 
D plans are required to submit formularies for CMS review and approval, and to 
provide a wide range of information to beneficiaries on such matters as plan 
formularies and benefits. Plans also must have grievance, coverage determinations, 
and appeals processes that are consistent with CMS regulatory requirements. In ad-
dition to these protections, which are highlighted in greater detail below, all Part 
D plans must contract with a broad network of retail pharmacies throughout their 
service area; must conform to detailed marketing guidelines; must operate toll-free 
customer service lines with convenient hours; and must participate in consumer sat-
isfaction surveys (among many other things). 
Formulary Requirements 

The MMA requires CMS to review Part D formularies to ensure that beneficiaries 
have access to a broad range of medically appropriate prescription drugs to treat 
all disease states. CMS relies on stringent formulary requirements, overseen 
through a comprehensive, multi-step review process, to help ensure beneficiaries 
have access to covered Part D drugs. Formularies and formulary management prac-
tices vary across plans, subject to CMS-published guidelines reflecting two over-
arching policy objectives. First, Part D plan sponsors must have robust formularies 
developed and approved in accordance with CMS guidance that do not substantially 
discourage enrollment by or discriminate against particular types of beneficiaries. 
Second, plan sponsors are expected to use approaches to drug benefit management 
that are proven and in widespread use in prescription drug benefit management 
outside of Medicare. 

As a condition of participation in Part D, sponsors must submit their plan 
formularies for CMS review and approval. CMS considers covered drugs as well as 
utilization management techniques in reviewing plan formularies. If CMS reviewers 
find that a plan’s formulary could substantially discourage enrollment by certain 
types of beneficiaries or otherwise violates Part D program requirements, that for-
mulary will not be accepted and if unchanged, the plan is not eligible for a Part 
D contract. 

In addition to maintaining robust formularies, Part D plans’ transition processes 
must address situations in which a beneficiary first presents at a participating 
pharmacy with a prescription for a drug that is not on the formulary, unaware of 
what drug is covered by the plan or of the plan’s exception process. Plans must have 
systems capabilities that allow them to provide a one-time, temporary supply of non- 
formulary Part D drugs (including Part D drugs that are on a plan’s formulary but 
require prior authorization or step therapy under a plan’s utilization management 
rules) in order to accommodate the immediate needs of the beneficiary. In general, 
during the first 90 days in a plan, Medicare drug plans must provide their enrollees 
with 30 days to transition to another drug on the plan’s formulary or to request a 
formulary exception. Different rules may apply for people who reside in an institu-
tion (like a nursing home). An effective transition process ensures that new drug 
plan enrollees will have timely access to the drugs they need while allowing the 
flexibility necessary for plans to develop a benefit design that promotes beneficiary 
choice and affordable access to medically necessary drugs. CMS reviews attestations 
of plan sponsors’ transition processes as part of the plan benefit design review. Plan 
transition processes must address such situations for new enrollees, in addition to 
situations where enrollees are stabilized on formulary drugs that require prior au-
thorization or step therapy under a plan’s utilization management rules. 

Outside of the transition period, if a beneficiary’s physician determines that it is 
medically necessary for the beneficiary to take a certain drug, and the beneficiary 
has already tried similar drugs on his/her plan’s formulary and they did not work, 
the beneficiary or the physician can contact the plan to request a formulary excep-
tion. If the request is approved, the plan will cover the drug. 
Coverage Determinations (including Exceptions) and Appeals 

CMS has incorporated substantial enrollee protections in the Part D coverage de-
termination and appeals processes, which build on the processes used for the Medi-
care Advantage program and reflect additional considerations for prescription drugs. 
As mentioned above, beneficiaries may request a formulary exception. Part D plans 
must grant an exception, consistent with the prescribing physician’s supporting 
statement, when it determines that the drug is medically necessary because (1) all 
covered Part D drugs on any tier of a plan’s formulary would not be as effective 
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for the enrollee as the non-formulary drug, and/or would have adverse effects; (2) 
the number of doses available under a dose restriction for the prescription drug has 
been ineffective or is likely to be ineffective or adversely affect patient compliance; 
or (3) the prescription drug alternative(s) listed on the formulary or required to be 
used in accordance with step therapy requirements has been ineffective or is likely 
to be ineffective or adversely affect patient compliance, or has caused or is likely 
to cause an adverse reaction or other harm. 

Plans must issue decisions as quickly as an enrollee’s health status requires. In 
addition, plans must have procedures to expedite these determinations and render 
decisions within 24 hours. An enrollee, their designated representative, or the en-
rollee’s prescribing physician may request that a Part D plan expedite a coverage 
determination when the enrollee or his or her physician believes that waiting for 
a decision under the standard timeframe may place the enrollee’s life, health, or 
ability to regain maximum function in serious jeopardy. 

If an enrollee is dissatisfied with a coverage determination, he or she can appeal 
the decision (including a decision on an exception request). The prescribing physi-
cian also can ask for an expedited first-level appeal (redetermination) on behalf of 
the enrollee. For expedited redeterminations, a Part D plan must give the enrollee 
(and prescribing physician involved, as appropriate) notice of its decision as quickly 
as the enrollee’s health status requires, but no later than 72 hours after receiving 
the request. Decisions on standard redeterminations must be communicated to the 
enrollee in writing no later than 7 days after receiving the request. If a plan issues 
an adverse redetermination, the enrollee will receive a notice that includes informa-
tion on how to request a reconsideration by the Part D independent review entity 
(IRE). 

Plans are required to report data to CMS related to, among other things, prior 
authorization, step edits, formulary exceptions, tiering exceptions, and appeals. For 
example, the number of appeals forwarded by a plan to the IRE for consideration 
due to the plan’s inability to meet timeframes for coverage determinations and rede-
terminations are collected by CMS and outliers are investigated. CMS also receives 
appeals information directly from the IRE, which is then compared to information 
submitted by the plans for further monitoring. 

CMS has taken a number of steps to make the coverage determination and ap-
peals processes more understandable and accessible. For example, CMS has devel-
oped publications designed for beneficiaries and physicians that explain how to re-
quest a coverage determination or an appeal and model forms that can be used 
when requesting coverage determinations (including requests for prior authoriza-
tion). CMS also developed ‘‘best practice’’ standards for plan websites for the dis-
semination of appeals information. 
Oversight of Part D Plans 

Building upon lessons learned and information gathered during 2006, CMS has 
strengthened its oversight of Part D plans. CMS continually collects and analyzes 
performance data submitted by Part D plans, internal systems, and beneficiaries. 
CMS has established baseline measures for the performance data and has been 
tracking results over time. Plans not meeting the baseline measures are contacted 
by CMS and compliance actions are initiated. Actions range from warning letters 
all the way through civil monetary penalties and removal from the program, de-
pending on the extent to which plans have violated Part D program requirements. 
All violations are taken very seriously by CMS, with beneficiary protection the fore-
most concern. 

Compliance audits are another key approach to Part D plan oversight. CMS is 
working to improve its methods for identifying companies for compliance audits, 
making more efficient use of the resources available for ensuring compliance. For 
example, we have developed a contractor risk assessment methodology that informs 
the audit process by identifying organizations and program areas that represent the 
greatest compliance risks to Medicare beneficiaries and the government. CMS can 
then direct audit resources to those high risk contracts. While receipt and analysis 
of data is central to this oversight strategy, regularly scheduled and focused/tar-
geted program compliance and program integrity audits remain necessary to ensure 
program compliance and document the Agency’s program oversight responsibilities. 
Based on enhanced knowledge of the program—what is working well and what 
areas need to be strengthened—CMS is revising the risk assessment methodology 
to better equip us to focus our oversight resources on the most problematic plans. 
We anticipate the revised risk assessment tool will be ready for implementation and 
use in January 2008. 

Currently, CMS is aware that there are significant concerns about the marketing 
practices of some plans. We are extremely concerned about reports of marketing 
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schemes designed to confuse, mislead or defraud beneficiaries, and are taking vig-
orous action to address violations. CMS enforcement responses to marketing viola-
tions may range from issuing a warning letter to requesting a corrective action plan 
to imposing civil monetary penalties or ultimately terminating a plan sponsor’s con-
tract. CMS also takes steps to ensure that beneficiaries are protected. Any bene-
ficiary who believes he or she was enrolled in a plan without his or her consent may 
contact the plan, 1–800–MEDICARE, or a CMS Regional Office for assistance in 
disenrolling from the plan and selecting another Part D plan if desired. CMS has 
caseworkers in all Regional Offices and in our Central Office available to assist 
beneficiaries in resolving such issues, and has recently updated its protocols to en-
sure that caseworkers understand how to handle these requests expeditiously. 

Further, CMS is now working with a contractor to augment the internal agency 
resources available for Part D compliance audits. Among other things, the con-
tractor is conducting ‘‘secret shopping’’ at marketing events across the country; such 
information enables CMS to learn firsthand what is happening in the sales market-
place and to identify organizations for compliance intervention that are not meeting 
CMS marketing and enrollment requirements. 

CMS also has strengthened relationships with State regulators that oversee the 
market conduct of health insurers. Specifically, CMS worked cooperatively with the 
National Association of Insurance Commissioners (NAIC) and State Departments of 
Insurance to develop a model Compliance and Enforcement memorandum of Under-
standing (MOU). This MOU enables CMS and State Departments of Insurance to 
freely share compliance and enforcement information, to better oversee the oper-
ations and market conduct of companies we jointly regulate and to facilitate the 
sharing of specific information about marketing agent conduct. 
Conclusion 

CMS continues to make significant progress in overseeing and promoting quality 
Part D prescription drug coverage. With ongoing effort and vigilance, I am confident 
we will see continued high levels of plan compliance with program requirements, 
along with significant improvements where necessary on this critical front. Thank 
you again for the opportunity to speak with you today. I look forward to answering 
your questions. 

f 

Chairman STARK. Ms. King. 

STATEMENT OF KATHLEEN M. KING, DIRECTOR, MEDICARE 
PAYMENT, U.S. GOVERNMENT ACCOUNTABILITY OFFICE 

Ms. KING. Mr. Chairman, Mr. Camp and Members of the Com-
mittee, thank you for inviting me to speak with you today. I am 
here to talk to you about a recently issued GAO report on chal-
lenges in enrolling new dual-eligible beneficiaries into Medicare 
Part D. As you know, the Medicare Modernization Act switched the 
drug coverage of Medicare beneficiaries and dual-eligible bene-
ficiaries into Medicare effective January 1, 2006; and we were 
asked to take a look at that enrollment process. 

My remarks today are going to focus on two aspects of that re-
port. The first is CMS’s process for enrolling dual-eligible bene-
ficiaries into Part D plans and CMS’s implementation of the retro-
active coverage policy. 

The dual-eligible beneficiaries are, as you know, more vulnerable 
than other Medicare beneficiaries. They are poorer, they have more 
extensive healthcare needs than other beneficiaries, they have 
higher rates of cognitive impairment and disability. 

There are two different groups of dual-eligible beneficiaries, and 
if you will bear with me on this. About one-third of them are going 
from Medicaid to Medicare, that is, they are becoming Medicare eli-
gible by virtue of turning 65 or exhausting their 2-year waiting pe-
riod due to disability. Two-thirds of them are going from Medicare 
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to Medicaid, and they are doing so because they have a loss in in-
come and resources. So, they have Medicare first and then they be-
come Medicaid. 

I have brought you a complicated chart, which is up on your 
screens; and I am not going to walk you through every part of that. 
But I just show it to you so that you understand how complicated 
the enrollment process is. There are multiple partners involved in 
it, including SSA, the State, CMS and prescription drug plans; and 
data exchanges flow back and forth across them, as you can see on 
your chart. This enrollment process has different effects on the one- 
third group and the two-thirds group. 

In our work, we found that it takes about a minimum of 5 weeks 
for the enrollment process to be completed because of its com-
plexity. CMS had to piece together existing data systems not used 
to operating in real time in order to do this. So, the enrollment 
process initially has an effect different on the one-third group and 
the two-thirds group. 

For the one-third who are going from Medicaid to Medicare, their 
eligibility deate can be anticipated because CMS and SSA knows 
when they are going to turn 65 or when their waiting period is up. 
During 2006 CMS they devised a process to do prospective enroll-
ment for these beneficiaries so they could bypass a lot of the dif-
ficulties experienced during the 5-week waiting period. 

But for the two-thirds who are going from Medicare to Medicaid 
it is not possible to enroll them at this point prospectively. They 
may be likely to encounter difficulties in getting their prescription 
drugs at the pharmacy counter before the enrollment process has 
not been completed. 

I want to show you—I will just flip to this other chart—the 
length of time that elapses and what the processes are in com-
pleting that enrollment. That is just for purposes of illustration. 

Next, I want to turn to the retroactive coverage policy that CMS 
implemented with regard to dual-eligibles. CMS has determined 
that eligibility for Part D should go back to the first day of Med-
icaid eligibility. So, the enrollment process takes 5 weeks, and gen-
erally the Medicaid eligibility is retroactive several months. So, 
there is about a 5-month period in which beneficiaries are eligible 
for Medicare Part D, but don’t have their membership information. 
During this period the plans are being paid for providing these 
benefits. 

But last year CMS did not know how many beneficiaries were 
claiming reimbursement for retroactive coverage and did not in-
form beneficiaries of their right to be reimbursed for previous drug 
purchases. We think it is unlikely that beneficiaries would have 
saved their receipts if they didn’t know until later that they were 
eligible for Part D. 

During this period retroactive coverage, CMS paid about $100 
million to the plan for providing benefits; and we don’t know how 
many people actually filed claims for reimbursements during that 
time. 

I also wanted to point out to you that we have some other ongo-
ing work t looking at formulary coverage determinations and ap-
peals; the plan fraud, waste and abuse plans; and complaints about 
to Part D that have been filed both to CMS and to the plans them-
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selves. We expect to be able to report on these issues by the end 
of the year. 

Mr. Chairman, that concludes my prepared statement. 
Chairman STARK. Filed by the end of the year you said. 
Ms. KING. Yes. 
That concludes my prepared statement. I would be happy to an-

swer any questions. Thank you. 
[The prepared statement of Ms. King:] 

f 
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Statement of Kathleen M. King, Director, Medicare Payment, U.S. 
Government Accountability Office 
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Chairman STARK. Thank you both. It is my understanding we 
will be having some votes in a few minutes, but let us see if we 
can start with some of our questions. 

I am curious, Ms. Norwalk. Can you tell me how many plans 
have been subject to sanctions? 

Ms. NORWALK. If you are talking about intermediate sanctions, 
including civil monetary penalties, there have been nine civil mone-
tary penalties assessed against prescription drug plans in 2007 and 
69 against Medicare Advantage Plans in 2006 and 2007. Then, of 
course, the seven recently announced private fee-for-service and 
marketing suspensions that were voluntary. 

Chairman STARK. Do those suspensions that you mentioned 
that were voluntary, did those include the drug plans? 

Ms. NORWALK. Those are just the seven private fee-for-service 
plans. That was the most recent action. 

Chairman STARK. But for those seven I believe some of them 
offer Part D programs. Did they agree to suspend marketing Part 
D as well as their Medicare Advantage? 

Ms. NORWALK. It is mainly just private fee-for-service. Of 
course, because that is the one plan type at the moment that is 
currently allowed to have open enrollment, where the other plans 
you would only enroll in them if you are aging in or coming into 
the program because of a disability. So, essentially, the other plans 
aren’t marketing right now. 

Chairman STARK. In 2007 and in 2006, there were 69. So, give 
or take 75 sanctions in the last year and a half. 

Ms. NORWALK. Correct. Those are civil monetary penalties, as 
opposed to other sanctions, for example, corrective action plans and 
those things that we may have required of the plans. 

Chairman STARK. How many more sanctions were there of other 
types? 

Ms. NORWALK. My count is somewhere in the neighborhood of 
about 70 corrective action plans for different organizations for dif-
ferent sorts of issues. There are other things that we may have 
done as well, and I don’t have the numbers. But warning letters 
we suppress, information on the drug plan or other Web sites if we 
don’t have accurate formulary data, for example. So, those are 
things that we may do. It really depends on your definition of what 
a sanction is or that may not rise to the level of something as se-
vere as a civil monetary penalty. 

Chairman STARK. I would hardly call a sanction letting these 
guys cop a plea and get a voluntary stop marketing when some of 
them probably should have gone to jail or paid criminal fines. It 
hardly seems to me that we are punishing those private fee-for- 
service plans. 

As I recall the letters that we sent outlining the egregious mar-
keting violations—I wish our former insurance commissioner was 
here—but I am sure that had State insurance commissioners been 
able to weigh in on this they would have probably filed some crimi-
nal penalties. 

Ms. NORWALK. I am not actually limiting our response to that 
particular voluntary agreement. 

Chairman STARK. I am just suggesting that that voluntary 
agreement was egregious. 
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Ms. NORWALK. There are a number of benefits to having done 
it that way, if I may, Mr. Chairman. One of them is, typically, 
there are a number of weeks of appeal processes and the like; and 
given what we have been hearing, getting the plans to agree to 
stop their marketing immediately would allow us to delve deeper 
into the issues that arise so that we could resolve them. If there 
are further sanctions that are warranted and we have issues of 
fraud, we refer it to law enforcement and the like; and there may 
well be other activities just depending on what it is that we find. 
But we thought the most important thing to do would be to stop 
the marketing to make sure that we can protect beneficiaries. 

Chairman STARK. So, they weren’t just copping a plea. You just 
got them to hold while you investigate them further. 

Ms. NORWALK. There may be some issues that do require fur-
ther investigation. It is my hope that we may not have to, but I 
can assure you if we have instances of fraud or any other things 
that we will do the other appropriate actions. 

But they do take longer. Civil monetary penalties, for example, 
need to be done through the Justice Department and the like, and 
the processes are longer internally. So, we thought this was a good 
first step. 

Chairman STARK. Let me run through, if I may, a series of 
issues that we might be able to consider in legislation this year 
largely because they wouldn’t cost a lot of money and therefore we 
might get them past the PAYGO issue. If you could just respond 
to the extent that CMS would favor, object or have no position on 
these. It would be helpful if we can get into it later, but I thought 
I would just run through these. 

In the State oversight or Part D plans, the current law prohibits 
States from regulating marketing activities of the sponsors. Would 
you have a position on our changing the statute so that States 
could enforce marketing guidelines on the plan? 

Ms. NORWALK. CMS would object to that. We are happy to 
work with the States. We, in fact, have a MOU. I think 26 States 
have signed the MOU. I think it is important that we work to-
gether. But to have a national benefit we need to have a single 
standard, and I think CMS is the appropriate enforcer of that par-
ticular standard. But appreciating that much of the marketing is 
actually done through agents and brokers that are in fact State 
regulated, and there are not only law enforcement officials that are 
State, there are also Federal, I think it is critical that we have all 
of those together. 

Chairman STARK. You object. I will let Mr. Pomeroy explain to 
you the problems of the regulation as a State commissioner. 

There are six therapeutic classes now in which you require cov-
erage. Would you object to our codifying this in legislation? 

Ms. NORWALK. Obviously, we feel those six classes are impor-
tant beneficiary protections. One of the detriments of codifying it 
may be the further inability of plans to negotiate the prices on 
those drugs within those classes. So, it really depends both on what 
the score might be as well as how it is drafted. Obviously, we feel 
it is important enough that we have done it on an administrative 
basis. 
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I also think that doing it on an administrative basis allows us, 
as the science continues to change, it may be that all or substan-
tially all drugs with any one of those classes may not be necessary 
in the future, just depending on the state of pharmaceutical im-
provements. 

Chairman STARK. Excuse my pronunciation here, but we have 
had a number of requests from the mental health community that 
cover benzodiazepines. 

Ms. NORWALK. Benzodiazepines, uh-huh? 
Chairman STARK. If we eliminate their exclusion would you ob-

ject? Support that? No position? 
Ms. NORWALK. I am not sure I have a position. I would like to 

go back and talk to the experts internally. 
Chairman STARK. Okay. One of the concerns that I have and 

that has been raised, and if you don’t understand the reasons for 
it I will go into it further, but Part D beneficiaries can only join, 
as I understand it, from November 15 through December 31. How-
ever, Advantage Plans have an open enrollment through March 31. 
This has the effect of giving Medicare Advantage Plans an added 
benefit. Because if people missed the December 31, the only place 
they can possibly get a drug benefit is in Medicare Advantage. 

Would you object to making the Medicare Advantage and the 
Part D open enrollment periods both run through the same period 
of time? I would prefer March 31. 

Ms. NORWALK. I do want to clarify one thing. I am fairly cer-
tain—and I have to check the regs—but I am fairly certain that 
one of the things we did in implementing those regulations is that 
you cannot get a drug benefit if you have not signed up for one 
within the November 15 through December 31 timeframe. Meaning 
that while you can sign up for a Medicare Advantage Plan through 
March 31, you cannot sign up for one with a drug benefit unless 
you were already in one and were switching to a Medicare Advan-
tage Plan with a drug benefit. 

Chairman STARK. The question is, can you switch from one Part 
D to the other? 

Ms. NORWALK. You could switch from a Part D plan to a Medi-
care plan with drug coverage, but you cannot switch from no drug 
plan to a plan with drug coverage. Either you have it or you don’t 
have it in either case. 

Chairman STARK. But if you could only join a Part D plan 
through the 31st, can you switch from one Part D plan to the other 
after the 31st of December? 

Ms. NORWALK. No, you cannot switch from a stand-alone drug 
plan after December 31. 

Chairman STARK. To a different stand-alone drug plan? 
Ms. NORWALK. To a different stand-alone drug plan. 
Chairman STARK. But you could switch after December 31 from 

a stand-alone drug plan to a Medicare. 
Ms. NORWALK. But only one with drugs, that is correct. 
Chairman STARK. Would you object to our making those so 

there is an advantage one way or the other? 
Ms. NORWALK. I don’t think so. I would like to ask the actu-

aries if there is an economic impact. 
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The second piece of that is just the administrative issues that we 
already have with switching plans during the plan year with the 
drug benefit. As I noted in my oral statement, part of the issues 
we have right now relate to plan switching particularly in 2006 
after December 31 so that there are considerable administrative 
burdens. If we could clean those up administratively, I would have 
less of an issue. 

Chairman STARK. If we could do that, too, I would share that 
with you. But it would also make it somewhat easier, it seems to 
me it, to level the marketing playingfield as well as make it some-
what simpler for the beneficiaries. 

Finally, to turn to transparency, would you object to our requir-
ing public disclosure of sanctions taken against plan sponsors so 
that people signing up would have some idea of the standards that 
these plans met? 

Ms. NORWALK. We actually are going to go ahead and do that. 
It will be a part of our consumer report that we put out on the 
plans next year. We have had significant numbers of inquiries 
around corrective action plans generally, and we are currently 
working on a way to make them easily understood so that we do 
put at least some summary information up on our Web site so that 
the public can have access. 

Chairman STARK. So, we are in a lock-set on that one. 
Mr. Camp. 
Mr. CAMP. Thank you Mr. Chairman. 
I just want to clarify a little bit about what we heard about the 

dual-eligibles. How many total dual-eligibles are there? Or if I said 
that CMS enrolled about five and a half million in 2005—— 

Ms. NORWALK. You would be right. 
Mr. CAMP. I understand, Ms. King, your testimony was about 

the new dual-eligibles? 
Ms. KING. Yes. There are about 634,000 of them. 
Mr. CAMP. Then your testimony that a third of those which 

were in Medicare and for usually financial reasons find themselves 
on Medicaid, a third of those represent a third of that 634,000? 

Ms. KING. Yes. 
Mr. CAMP. Your testimony then, the two-thirds, that is two- 

thirds of that 634,000? 
Ms. KING. Yes. 
Mr. CAMP. Of those, what percentage did not have a plan? Are 

you aware of? 
Ms. KING. Let me be sure I understand your question. 
Mr. CAMP. Of the new dual-eligibles, the two-thirds that you 

testified to in your testimony, how many of those—what percentage 
of total dual-eligibles did not have a plan? 

Ms. KING. Prior to? I’m sorry. I don’t know the answer to that. 
Ms. NORWALK. Obviously, no one had a plan in 2005. In 2006, 

we auto-enrolled everybody. Unless there were glitches between the 
computer systems, we enrolled them as soon as we found them. So, 
I suspect that, ultimately, none. 

Mr. CAMP. Ms. Norwalk, I know a lot of work has been done on 
improving the enrollment process, and I sort of wanted to highlight 
what number of folks we are talking about. But tell me, I know 
from your written testimony some of the details of your efforts 
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there to improve the enrollment process from 2006 to 2007. Can 
you describe how these efforts may or may not have helped and is 
there any data showing fewer complaints or shorter wait times, if 
you have any of that to share with us? 

Ms. NORWALK. I think, just generally, the entire process, if you 
compare 2006 to 2007, was a significant improvement, not surpris-
ingly, given the number of people that we had in the plan already 
and the relatively few numbers that switched between 1 year to the 
next. So, I think generally we did better, just because of the much 
easier, much more compressed timeframes; and beneficiaries had 
an opportunity the year before to take a look at data, et cetera. 

Mr. CAMP. As a matter of fact, I think more than half of the en-
rollees renewed their 2006 drug coverage without it making a 
change on their 2007. So, it would seem to me that they made the 
proper choice from their standpoint. 

Ms. NORWALK. Correct. Given the satisfaction ratings that we 
have seen, 80 percent are satisfied with their coverage. We would 
like to get the 20 percent satisfied, too, of course, but we are cer-
tainly moving in that direction. 

We have heard very little from pharmacies this year as well. 
Last year, a lot of those complaints came in from pharmacies. So, 
I think certainly the total evidence looks very good as well, the sur-
vey result. 

Mr. CAMP. How are beneficiaries protected from midyear for-
mulary changes? 

Ms. NORWALK. Formulary changes do happen on occasion. 
The first point is that all of them are reviewed by CMS for ap-

proval. Midyear, the first thing we do is we grandfather anyone 
who is on a particular drug where a plan might have a formulary 
change. The first and most important thing is that if you are on 
that drug you can stay on that drug in the plan. The sorts of things 
that we might do from a formulary change that we would approve 
are likely to be generics coming into market, a black box warning 
or some other safety concern that the FDA has put out. Those 
types of things we would do. Most changes, in fact, we do not per-
mit to happen midyear. So, maybe from a formulary change on the 
positive side we would also allow formularies to add drugs or plans 
to add drugs to their formularies as they go forward. Particularly 
as new drugs come to market, we think that is awfully important. 

Mr. CAMP. Can you talk a little bit about the appeals process 
and what steps CMS might have in place to notify beneficiaries of 
their appeal rights? 

Ms. NORWALK. You have raised a pretty good question. 
What I did is I went to staff and asked exactly what we do. One 

of the things we do, we have a standard form that plans require 
the pharmacist to hand out or at least have available where they 
can see it if they don’t actually have a hard copy. 

Specifically, what happens at the pharmacy counter if a prescrip-
tion drug isn’t received and written right, they have to have an ex-
planation and so forth. So, here’s the OMB approved form, a single 
page that the pharmacy hands out. As you noted in your testimony, 
Mr. Camp, we have the Medicare appeal rights and Medicare and 
You Handbook. 

Chairman STARK. Could you yield at that point? 
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Mr. CAMP. Yes, I would be happy to. 
Chairman STARK. Are you talking about I think the same thing 

I have here? 
Ms. NORWALK. Yes. 
Chairman STARK. What I am finding, and you raised the ques-

tion about 11 pages, I think. All I see here is it says if you have 
a Medicare Advantage Plan or a Medicare prescription drug plan, 
look at your plan materials to learn how to file an appeal or go— 
am I missing something? 

Mr. CAMP. I think you have the 2006. The 2007 handbook has 
the 11 pages. 

Chairman STARK. I have the 2008 handbook. 
Ms. NORWALK. You are ahead of us. 
Mr. CAMP. At least I know in the 2007 handbook there is no 

page. I haven’t seen 2008 yet. 
Ms. NORWALK. We do require the plans to send an evidence of 

coverage to every beneficiary. One of the other things that we are 
doing both this year and we do every year is to have a standard 
evidence of coverage. Plans are required to include very specific in-
formation about their appeals process. Obviously, the appeals proc-
ess in the Medicare and You Handbook does need to be more gen-
eral, because reaching every individual plan doesn’t make sense to 
have in the handbook. So, they would need to refer to some of the 
plan guidance. 

The other things that we do—we also have it on our Web site. 
We have tip sheets for our partners that talk exactly about how to 
file a complaint and so forth, also good for them to handout to 
beneficiaries. That is very specific about getting the drugs that 
they need. 

So, we really have tried to reach them in every possible way, 
through communications that we send, communications the plans 
send, through what they get at the pharmacy level, et cetera. So, 
we do require all of these communications to occur regarding an 
appeal if a beneficiary can’t get a particular drug. 

Chairman STARK. If the gentleman from Michigan would yield? 
Mr. CAMP. I would be happy to yield. 
Chairman STARK. How many appeals in a year to the nearest 

hundred thousand or whatever? 
Ms. NORWALK. All I can tell you currently—and I will see if we 

can get some information specifically from the plans in terms of 
their numbers. I do have a sense of how many numbers that appeal 
to the second level, that redetermination level to MAXIMUS, our 
independent review entity. They see about a thousand a month on 
average, sometimes more, sometimes less in terms of appeals. 
Some of them are overturned. Some of them are upheld. It just de-
pends on the issue. 

Chairman STARK. It just seems to me that I think if we had to 
concentrate any efforts to either simplify or unify the procedures, 
to say, look, once somebody is appealing, most often they could be 
the most sick or not have a drug they need or that their doctor 
thinks they need; and I would just like to join with either you, Ms. 
Norwalk, or Mr. Camp. Anything we could do to make that process 
quicker? I don’t think we would lose any money. 
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Ms. NORWALK. We do have some of the fastest turn-around 
times in any insurance industry in terms of appeals. I think it is 
better than the self-employed benefits program, and it is better 
than typically what you see in the commercial market. So, we real-
ly feel that that is important. 

We do have other sorts of safeguards. For example, once a drug 
has been prior authorized you should not have to have it prior au-
thorized again and so forth. We have a special hotline for phar-
macies to call. They can call us. The plans have special pharmacy 
hotlines as well. So, we really have tried with our own administra-
tive mechanisms to do as much as we can to make it as easy as 
possible on the beneficiary. 

Mr. CAMP. I think the language I am looking in this 2007 book 
is very much plain English. 

If you have Medicare, you have certain guaranteed rights. One 
of these is the right to a fair process to appeal decisions about 
healthcare payments or services. No matter what kind of Medicare 
plan you have, you may have the right to appeal these decisions. 
You may appeal if—and there is bullet points. So, I hope that plain 
language that I see in the 2007 book isn’t changed significantly for 
the 2008 book, and that is where we might be able to work to-
gether. 

Ms. NORWALK. Absolutely. You and your staff, Mr. Camp, 
should have that. As you can see, Chairman Stark has a copy here. 
So, we have given it to the Committee for review. It is in its final 
stages, so we look forward to hearing your comments. It has been 
through one round on the Hill already. 

Mr. CAMP. Thank you, Mr. Chairman. 
Chairman STARK. We have a couple of minutes. Unfortunately, 

it is going to be a half hour process. I wonder if I could ask the 
witnesses, offer you a cup of coffee, if you wouldn’t mind sticking 
around until we get back. Because I know other Members would 
like to inquire. 

Ms. NORWALK. Of course. 
Chairman STARK. Thanks so much. 
We will stand in recess subject to the call of the chair. 
[Recess.] 

RPTS STRICKLAND 
DCMN MAGMER 
[3:25 p.m.] 

Chairman STARK. I thank our witnesses for their patience, and 
I would like to see if Mr. Doggett would like to inquire. 

Mr. DOGGETT. Yes, Mr. Chairman. 
Thank you, for your testimony, Ms. King. Thank you for this par-

ticular report and for all of the important work that the GAO does 
to attempt to assure a little bit of accountability for the taxpayers’ 
dollars. 

I found your report to be very alarming. As I understand your 
findings, the Bush Administration paid out $100 million to insur-
ance companies and other sponsors of these plans and does not 
know whether they got anything for it. 

Ms. KING. That is correct. 
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Mr. DOGGETT. Yes. So, often here, usually at campaign time, I 
hear about waste, fraud and abuse of the government; and yet the 
ability of this Administration to throw money at problems as long 
as their friends catch it never ceases to appall me. 

With reference to this 100 million which was your estimate of the 
amount of money that CMS paid out for 2006, CMS does not dis-
pute your amount of $100 million paid out. 

Ms. KING. That is correct. 
Mr. DOGGETT. CMS could not give you any information to indi-

cate that they got anything for the $100 million. 
Ms. KING. We recommended to CMS that they start tracking 

their beneficiaries who were in retroactive coverage periods and 
start tracking the dollars paid out during that time, and they 
agreed to do that going forward. 

Mr. DOGGETT. Going forward. So, forget about the first $100 
million that may have been wasted, but they will at least have a 
modicum of accountability for the future. 

As to the past $100 million that they shelled out, that $100 mil-
lion was alleged to assure prescription drug coverage for some of 
the poorest people in this country. If I understand correctly, they 
did not know they were entitled to coverage at the time the $100 
million went out. The beneficiaries, they had not been notified. 

Ms. KING. That is a function of two things. One is the length 
of time of the enrollment processing period, which is about 5 
weeks; and then the other part of it is the decision to make cov-
erage retroactive to the first date of Medicaid eligibility, which is 
3 months—generally, 3 months prior to their Medicaid application. 

Mr. DOGGETT. Well, did you find out after paying out the $100 
million—surely the Bush Administration notified these poor people 
to save their receipts, and if they managed to buy their prescrip-
tions instead of buying their groceries to save that receipt and turn 
in so they could gets reimbursed. Did that happen? 

Ms. KING. In March of 2007 CMS did send out a letter to bene-
ficiaries—— 

Mr. DOGGETT. March of 2007? 
Ms. KING. Yes. 
Mr. DOGGETT. Was that about the future or did that tell them 

about a year after they may have incurred that receipt that they 
needed to keep their receipts and turn them in and get reim-
bursed? 

Ms. KING. I believe that March 2007 was the first time. 
Mr. DOGGETT. Again, the poor people who made these pay-

ments were not told that they had any rights to get reimbursed out 
of the $100 million the Bush Administration paid out. 

How about the community pharmacists? Because I know many of 
these poor people go to a community pharmacy to get their bene-
fits. This was occurring at the same time that there were multiple 
complaints from community pharmacists that they were not being 
properly paid by the same companies that got the $100 million, 
wasn’t it? 

Ms. KING. I am afraid I can’t answer that question because the 
community pharmacy thing was not part of the scope of our study. 

Mr. DOGGETT. I understand. Well, thank you for the study you 
did. It is an amazing finding. But—as part of the overall problem 
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of throwing money in the wrong direction and not according the 
protection that people have. 

Ms. NORWALK. May I have an opportunity to respond, Mr. 
Doggett? 

Mr. DOGGETT. I have a quite a few questions for you as well. 
If my time permits. 

As you know, we have had requests outstanding since the last 
time you were here to determine whether CMS had any specific ob-
jections to the extra help legislation that I have introduced. We 
still don’t have an answer. Do you have it today? 

Ms. NORWALK. It depends on the specific piece of that. I know 
that we are working with the IRS and the Social Security Adminis-
tration to get back to those specifics. 

Mr. DOGGETT. Each specific piece that I have been asking for 
responses, responsive responses for months that I have been unable 
to get from you. Do you have those answers? 

Ms. NORWALK. I don’t have them with me, but I will be sure 
to get them. 

Mr. DOGGETT. Do you have any updated information on how 
many people who are eligible for extra help have not received it? 

Ms. NORWALK. We anticipate in terms of specifics just over 3 
million. 

Mr. DOGGETT. You don’t dispute the estimate that the folks at 
GAO made of about $100 million paid out? 

Ms. NORWALK. I actually would like to go through a little more 
detail—— 

Mr. DOGGETT. I would like to get answers to my questions first. 
Ms. NORWALK. I do think the $100 million is accurate in terms 

of fees paid to plans. 
Mr. DOGGETT. Did you track to see what, if any, benefits were 

paid out of that $100 million? 
Ms. NORWALK. It is part of the process that we will be doing 

with enrollment and premium reconciliation for 2006 that is ongo-
ing currently. So, we will be tracking that. That is correct, yes. 

Mr. DOGGETT. So, when do you expect to be able to tell us what 
we got for the $100 million payment? 

Ms. NORWALK. There are three different reconciliation proc-
esses ongoing. We should have them completed by the fall. 

Mr. DOGGETT. You will be able to tell us then precisely by plan 
out of that $100 million you paid out precisely how much in bene-
fits they paid out? 

Ms. NORWALK. As long as we can figure out the time in which 
the retroactive nature occurs. Because, as Ms. King pointed out, 
you enroll in the benefit in August, but you are retroactive. As long 
as we can figure out from the State perspective—I am not sure our 
systems or the plan systems allow us to do that. But if they do, 
we would be able to have some basic information. In terms of the 
specifics, I am not sure. 

But I will point out that we have spent a lot of time—and I 
would like to correct Ms. King. I actually have information we gave 
to beneficiaries in particular to our plan partners and the SHIPs, 
the State Health Insurance Programs, that specifically state please 
save your receipts. We did this in December, 2005; we reissued it 
in 2006; and we continue to do it. We do think it is important. 
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I am happy to report that the States and their Medicaid forms 
also say save your receipts, so we do encourage that—— 

Mr. DOGGETT. You expect that there will be some payments 
that were made out of that $100 million? 

Ms. NORWALK. Oh, absolutely. And—— 
Mr. DOGGETT. When it is that you think you will have that by 

plan? 
Ms. NORWALK. It depends on our enrollment processes and our 

reconciliation. I am hopeful that it will be later this fall. But it 
really depends on the computer processes. So, as long as they go 
well. 

Mr. DOGGETT. Do you expect that information will show that 
most of that $100 million was paid out in benefits or kept by the 
insurance companies? 

Ms. NORWALK. You will recall those are premium payments. In 
terms of specifics, I have no idea how much the beneficiaries will 
have saved their receipts. It is similar to Medicaid because in the 
Medicaid program with retroactive enrollment you save your re-
ceipts and submit them. I suspect it would be similar to what you 
see on the Medicaid side. 

Mr. DOGGETT. Which would be about what? 
Ms. NORWALK. I don’t know, but I will see if I can find out for 

you. 
Mr. DOGGETT. Thank you very much. 
Thank you, Mr. Chairman. 
Chairman STARK. Mr. Johnson would you like to inquire. 
Mr. JOHNSON. Thank you, Mr. Chairman. 
Ms. Norwalk, isn’t it true that Medicare and the handbook which 

CMS annually sends to every Medicare beneficiary contains several 
pages of information specifically addressing beneficiaries? 

Ms. NORWALK. Of course. 
Mr. JOHNSON. Doesn’t it also include information on how to file 

an appeal and phone numbers of who to call to file a complaint? 
Ms. NORWALK. It does. 
Mr. JOHNSON. So, what other steps do you take to notify bene-

ficiaries to make sure they understand what their rights are? 
Ms. NORWALK. I think one of the most important things is 

what happens at the pharmacy counter, so beneficiaries have this 
information at their home on a regular basis. I don’t know, some 
may look at it—their Medicare handbook may be well-worn and 
others may simply collect dust. I am not sure. But it is still impor-
tant when you go to the pharmacy that you would have informa-
tion. So, we have required the plans to tell the pharmacies to hand 
this out to beneficiaries or at least make available the right so if 
a beneficiary is denied a prescription at the counter he or she will 
know how to get an appeal. 

We also have lots of information that we put on the—both on our 
Web site and give to our partners so that they can help bene-
ficiaries, as often they do, with an appeal. So, we have very specific 
information as to all the steps that they take. 

In the Evidence of Coverage, which is the brochure that the plan 
sends to each beneficiary, they are required to have also the very 
specific steps at each plan that they take that are individual to 
that plan, the numbers that they call for the plan and likewise. 
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One more thing, if I might add, which I did not get to. In 2007, 
we do collect from the prescription drug plans their appeal rates 
within the plan. So, we will have some information around first 
quarter internal plan appeals in fairly short order. I think those 
plan numbers have come in, and we are taking a look and scrub-
bing them and making sure that they are comparing apples-to-ap-
ples. 

Mr. JOHNSON. Well, I understand that more than half of the 
Part D enrollees renewed their drug coverage when making their 
2007 plan choice. Can you talk about some of the beneficiary sur-
veys that CMS conducted showing that seniors might be smarter 
than some groups give them credit for? 

Ms. NORWALK. Medicare beneficiaries are incredibly smart, and 
I know that for a number of reasons. The first way I know is, from 
the beginning of the benefit, the amount of generic prescriptions 
that are currently prescribed for Medicare beneficiaries has risen 
every single quarter, depending on the plan type. Almost 62, 63 
percent, in fact, Medicare Advantage plans 68 percent. They are 
very smart shoppers. 

Likewise, we know that they use our comparison tools and work 
with the partners to make sure that they have been enrolled in the 
right plan, and the surveys that we have done, not only—not just 
CMS but independent surveys, including the Kaiser Family Foun-
dation—do focus on how happy beneficiaries are with their plan 
coverage and what steps they have taken to enroll to be sure they 
have chosen the right plan. We would like everyone to be 100 per-
cent happy, but for the second year of a program, 80 percent ap-
proval ratings, we are very pleased. Thank you. 

Mr. JOHNSON. I think seniors are saving money, and more 
drugs are available for them, and they cost a lot less than what 
they thought. 

Ms. NORWALK. Well, we are pleased both with the cost figures 
as well as the satisfaction figures; and we anticipate that they 
probably are related, that they are paying less than they initially 
anticipated that they would be paying. 

Mr. JOHNSON. They are. Thank you very much. 
Thank you, Mr. Chairman. 
Chairman STARK. Just out of curiosity, before I recognize Mr. 

Thompson, do we know of the 26 million enrollees—whatever it is. 
Ms. NORWALK. Twenty-four, I think. 
Chairman STARK. Twenty-four million. Do we know how many 

of those people out of the 24 million did not file any claims at all? 
Ms. NORWALK. I don’t know. I suspect that is something that 

we could figure out when we go through the reconciliation process 
for 2006 as we determine—— 

Chairman STARK. Somebody is nodding their head behind you. 
Do you know? Do you have a guess? 

Ms. NORWALK. We will know. 
Chairman STARK. Half? 
Ms. NORWALK. I would be very surprised if it is anywhere close 

to half. I suspect it is a much smaller percentage. 
Medicare beneficiaries typically take a fairly large number of 

prescriptions. We should have some idea once we go through this 
reconciliation process in terms of how we would pay the reinsur-
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ance for last year. So, we will know significantly more once that 
process finishes in the fall. 

Chairman STARK. I am not talking about appeals. 
Ms. NORWALK. No, no, I am not talking about appeals either. 
Chairman STARK. Might just have the insurance and not be sick 

enough to need it. 
Ms. NORWALK. I am not talking about appeals. 
One of the things we do from a reconciliation basis in order for 

us to pay reinsurance for the catastrophic coverage where we pay 
plans 80 percent of that cost, we will have significantly more infor-
mation as we go through that, but it is a process that we are cur-
rently undertaking with the plans once we finish a few other com-
puter runs. 

Chairman STARK. I apologize for intruding on your time. 
Mr. Thompson, if you would like to inquire. 
Mr. THOMPSON. It was on my time? 
Thank you, Mr. Chairman. 
Ms. Norwalk, does CMS plan to increase the level of funding pro-

vided to the SHIPs? 
Ms. NORWALK. We did increase it this year 5 percent. 
Mr. THOMPSON. Giving them an additional 5 percent? 
Ms. Norwalk, you obviously believe they are doing a good job. 
Ms. NORWALK. I think they are wonderful partners. I am grate-

ful for their help. 
Mr. THOMPSON. Is 5 percent going to be enough? 
Ms. NORWALK. I am sure that all of us could use more money. 

The more money we have the better—— 
Mr. THOMPSON. In your professional opinion, is 5 percent going 

to be enough for them to do the counseling that they need? 
Ms. NORWALK. I do think it is sufficient. I am certainly glad 

that we could give them an increase in their spending. 
Mr. THOMPSON. If you felt they needed more, would CMS sup-

port increased appropriation for SHIP outreach? 
Ms. NORWALK. I would not complain. 
Mr. THOMPSON. I want to go back to something that the Chair-

man started his questioning with earlier today when he was talk-
ing about the intermediate sanctions and asked you about specific 
numbers. Are you guys taking actions against other plans if prob-
lems don’t rise to the level of intermediate sanctions? 

Ms. NORWALK. Absolutely. 
Mr. THOMPSON. What are they? You talk about compliance ac-

tions. 
Ms. NORWALK. Right, corrective action plans. If we find a par-

ticular issue with a plan through any number of mechanisms, par-
ticularly if it is a systemic issue, we will ask the plan to tell us 
how they will correct that. If we have issues that continue over 
time, then the level of sanction may continue to something more 
egregious. Or if the issue is more egregious, then they might have 
something beyond a corrective action plan like a civil monetary 
penalty. 

Mr. THOMPSON. Who determines what is egregious? The law 
does not talk about compliance actions, as I recall. 

Ms. NORWALK. I am not sure that the statute is very specific 
about that. But we have everything from issues relating to—if it 
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is a fraud issue, what is the beneficiary harm? How many people 
are impacted? There are a number of different things that we con-
sider. 

The statute does—when looking at civil monetary penalties, the 
statute does more globally, not specific to Part D but globally with 
Medicare, tell what are mitigating factors? What are aggravating 
factors and the like? 

I think, more generally, when we look at enforcement we can 
take a look at those sorts of things to consider what is the appro-
priate issue, how much is the beneficiary harmed, and how easy is 
it to solve? You know it when you see it, if you will. 

Mr. THOMPSON. Is that available to the Committee so we kind 
of get an idea of the problems that you are having and making 
that—— 

Ms. NORWALK. One of the things that I mentioned to the 
Chairman is that we do plan to make the corrective actions that 
we have put into place public. I think I would like to do it in a way 
that the public can understand what it means. There is a lot of jar-
gon that we use, so we will need to go back and make sure that 
we can put out summary information that is useful to the Com-
mittee. If you would like to see things behind that, I am sure we 
can share that with you as well. 

Mr. THOMPSON. When will that be, when we get that? 
Ms. NORWALK. I am hopeful that we can do it in the next few 

weeks. In short order. 
Mr. THOMPSON. Of the 600,000 beneficiaries that no longer 

qualify for the automatic enrollment in ’07, how many much those 
folks are now enrolled in Part D? 

Ms. NORWALK. I am not sure I have—400,000 are back in. So, 
two-thirds. 

Mr. THOMPSON. So, 400,000 are enrolled? 
Ms. NORWALK. Have requalified for LIS, I will confirm that 

number. I want to be sure that is right. 
Mr. THOMPSON. What you are doing to contact those remaining 

unenrolled? 
Ms. NORWALK. There are two issues, I think. There are a num-

ber of different populations that had issues with the year change. 
Partly some of them may have lost their dual-eligible status, so 
reaching out to them to see if they qualify for the LIS status—I 
think that is the group you are speaking of—some of them may not 
qualify for LIS. 

Mr. THOMPSON. The LIS folks can enroll at any time. 
Ms. NORWALK. Correct. 
Mr. THOMPSON. Are you doing some sort of outreach to them? 
Ms. NORWALK. Yes, we did specific outreach. Everything from 

using specific colored letters so if they took it to a plan—if they 
took to a partner, the partner would know how to help them and 
the like and so on and so forth. Social Security sent them an extra 
application with a postage-paid envelope. We worked with the 
State Medicaid programs giving them a list of who these individ-
uals are, so on and so forth. 

Mr. THOMPSON. Can we get an idea of how well we are doing 
enrolling those guys? 
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Ms. NORWALK. That should be fairly easy for me to check, so 
I could get back to you in a few days. 

Mr. THOMPSON. Thank you. 
I yield back. 
Chairman STARK. Mr. Pomeroy, would you like to inquire? 
Mr. POMEROY. Thank you, Mr. Chairman. 
Ms. Norwalk, you testified almost a month to the day, May 22nd, 

on Medicare Advantage private fee-for-service plans; and at that 
time there were a number of questions addressed to you which you 
did not have information with you. We sent you a letter dated June 
5th and have been informed that there is still some time required 
for us to get the information from CMS. I would just alert you to 
information that I would like, and that is the FTEs that CMS has 
added for purposes of reviewing these private fee-for-service plans. 

Ms. NORWALK. I can tell you I don’t think there have been any 
additional added. I suspect that we have moved around resources, 
and that might be a harder thing to determine. 

So, typically, what we will do when we go through a process, in-
cluding whether it is private fee-for-service or any other increase 
in Medicare Advantage plans, we will often work with our regional 
offices as well as our central office. So, when someone is needing 
to do plan review we might move the resources around. But I don’t 
know of any additional people that were hired specifically for this 
purpose. 

Mr. POMEROY. Earlier you indicated that you did not think the 
States should have a regulatory role beyond the role of agent licen-
sure and solvency evaluation of the companies. 

Ms. NORWALK. Correct. 
Mr. POMEROY. But now you are telling us that ought to be a 

CMS function, this regulatory role; and now you are telling us that, 
by the way, we have hired no people to do it. 

Ms. NORWALK. I think we can do it with the resources that we 
have. 

Mr. POMEROY. When I was the insurance commissioner just for 
the State of North Dakota, I had 40 people involved in consumer 
protection. Obviously, not all of them dedicated to the senior mar-
ket, although some of them were. How many personnel do you have 
devoted to making certain that the consumer safeguards are met 
in the State of North Dakota? 

Ms. NORWALK. I can’t answer specifically for North Dakota, but 
there are a number of things that we do separate and apart from 
FTEs. One of the things we have done recently is credit with a 
group of three different companies called medics, and these medics 
will specifically look at both the prescription drug plans as well as 
the Medicare Advantage Plans going forward to look at waste, 
fraud and abuse and so forth. So, we have funded—— 

Mr. POMEROY. Waste, fraud and abuse? I don’t understand. 
How would waste, fraud and abuse be an issue on the insurance 
sale? 

Ms. NORWALK. It may well be. Some of the issues, as I am sure 
you are aware, relate to brokers who have forged signatures. That 
is a fraud issue. Anytime there is misrepresentation, one of the 
groups that may look into that, and these are a new one, including 
$14 million in additional funding this year. 
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Mr. POMEROY. I absolutely do not understand why you have 
got so much more comfort contracting out at taxpayer dollars to 
private entities with no regulatory background and you don’t want 
to expand the working relationship with State insurance depart-
ments, the professionals in consumer regulation, consumer protec-
tion when it comes to insurance. 

Ms. NORWALK. I absolutely do want to continue to expand the 
relationships we have with insurance departments, which is why 
we have worked—— 

Mr. POMEROY. How do you see those relationships? In other 
words, if I am your State partner, I have got to have stuff to do, 
and stuff to do has got to get beyond licensing agents and looking 
at company solvency. 

Ms. NORWALK. I agree, and the medics are one piece of that. 
Let me go through the different pieces. One of the things we 

have done we have signed a memorandum of understanding that 
we developed with the National Association of Insurance Commis-
sioners. We have signed that with 27 States, including the District 
of Columbia and Puerto Rico. One of the things it does is it allows 
the States who signed the MOU to have password access to see 
CMS compliance and enforcement actions. We would like to have 
consistent sharing of information between the States, CMS, our 
contractors and—— 

Mr. POMEROY. I see that my time is about to expire. 
I will introduce into the record a letter received June 19th, 2007, 

by the Chairman and Ranking Member of this Committee. It is 
signed by the President of the National Association of Insurance 
Commissioners and other officials with that association of State of-
ficials. 

They indicate in this letter: We urge you to restore State insur-
ance regulatory authority over Medicare Advantage and Medicare 
prescription drug plans so that States can fulfill their traditional 
role of consumer protection in this area. 

It appears to me that your State partners do not feel like they 
are being partnered with. 

Ms. NORWALK. I am more than happy—I disagree with the 
premise of the letter, that the States need to have the ability to 
sanction the plans. They already have the ability to sanction agents 
and brokers. I think we need to work together not only in those two 
regards but also generally with law enforcement to be sure that we 
can share information, and the MOU allows—— 

Mr. POMEROY. You know, there is an awful lot of company ac-
tivity that ultimately drives market activities. I have been stunned 
to see protections that we put in place in the late eighties, protec-
tions I was intimately involved in drafting and putting into place 
now shunted aside by marketing practices of companies, that they 
are basically given this loophole, a complete pass on State regu-
latory authority that has long been in place protecting the senior 
market. I think it is a growing problem. 

I see my time has expired, Mr. Chairman. I do want to add this 
for the record, however. 

Chairman STARK. Without objection. It will appear in the 
record. 

[The information follows:] 
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Chairman STARK. Mr. Kind, would you like to inquire? 
Mr. KIND. Thank you, Mr. Chairman. 
I would like to thank the witnesses, especially you, Ms. Norwalk, 

for your patience today. I know it has been a long afternoon so far. 
I want to echo what Mr. Pomeroy was alluding to and that is the 

greater role that we should be allowing State insurance commis-
sioners to play. They have expertise, they have got capacity, they 
have been doing this already. 

Frankly, I see a lot of shortcomings with CMS’s oversight with 
these Part D plans right now. It is my understanding that CMS 
mainly is focused on the plan bid and contracting process in re-
gards to oversight capability, and that seems to be falling short in 
a lot of areas. Allowing State insurance commissioners expanded 
authority to get in and start hearing appeals of consistent com-
plaints could go a long way to alleviate the concerns that our of-
fices are receiving almost on a daily basis. 

Let me highlight a few of the concerns which are consistent in 
what I am hearing from my constituents back home. The appeals 
process, how difficult it is to access and especially for some things 
such as formulary exception requests, enrollment decisions, billing 
issues. Especially on the billing issues, if there is a wrong billing 
issue that pops up with a senior on a fixed income and having a 
lengthy, drawn-out appeals process, this is very traumatic for many 
of these seniors to have to wait and try to get this resolved ulti-
mately. 

I know you are eager to jump in, but let me also explain a couple 
of the other things that I am hearing so you have a feel of what 
is going on in western Wisconsin at least. 

But the open enrollment period and whether CMS could keep an 
open mind about establishing at least a special enrollment period 
for mistakes that were made. Whether someone was wrongfully en-
rolled in a plan or wrongfully disenrolled in a plan or some type 
of mistreatment along those lines. 

Finally, ultimately, the marketing practices. I know Mr. Fleming 
is going to be on the next panel from Humana, and I know it is 
going to be to get uncomfortable. Because we have a specific case 
in Wisconsin that just burned my britches, and it was the fact that 
they contracted out with a private collection agency to go out and 
hound and harass a 100-year-old senior who was wrongfully being 
charged premiums under Part D when she was Medicaid qualified. 
After the State aging specialist sent them verification that she was 
Medicaid qualified—and I am saying this now to give Mr. Fleming 
a chance to respond so I don’t just spring this on him. After that 
State specialist contacted the collection agency and Humana five 
separate times, 4 months later, she was still notified, my con-
stituent, that she was being disenrolled and that this private col-
lection agency was hounding her for past premiums that she did 
not pay because she wasn’t supposed to pay. 

Then the appeals process was so difficult, and it led to my office 
contacting Humana’s office here in D.C. specifically asking them to 
look into this matter and what is being done to this 100-year-old 
wasn’t right, only to get the response from the person at other line 
that they will try to issue a decision shortly. It will be the final de-
cision with no further conversation. When we brought it to their at-
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tention that what they are doing now is against the law, she said 
that is going to be the ending of the conversation because it is get-
ting too hostile. 

What we wanted was the right result in this. If that is what is 
going on out there with some of these people, it is just not right 
and it needs to be fixed. I think there are some proposals here that 
we are serious in addressing that maybe with your help and guid-
ance we could try to get right at the end of the day. 

Ms. NORWALK. In terms of your initial comments in terms of 
only looking at the bids and so forth, I want to be clear we oversee 
a whole host of things; and I will get to your specific situation. I 
think it is important. 

In terms of marketing practices, without question, we look at 
those; and we do already have a special election period for individ-
uals who have been told misleading information. 

So, inasmuch as you have an instance where that has happened 
and you know of it, please work with our Congressional Liaison Of-
fice. We are more than happy to do that change. We do that across 
the board whether or not there is a congressional sponsor. That is 
something else that you should know. We have a standard oper-
ating procedure in place to be sure beneficiaries get reconsideration 
and can change plans if that is necessary. 

The formulary exception process is something that we also pay 
very close attention to and ensure that there are many good rea-
sons to have things—prior approvals or other utilization manage-
ment techniques to help the beneficiary, particularly when many 
beneficiaries have numerous doctors and there may be contra-
indication or this same medication being prescribed more often 
than that. 

In terms of appeals and access, something else that we oversee, 
we do collect the appeals even at the plan level. We started to do 
this this year with drug plans. We will have more first quarter in-
formation shortly once we have taken a close look at the numbers 
and done some scrubbing. 

As to the enrollment, we have been working closely with the 
plans to make sure that we can fix those enrollment issues, not to 
mention the billing issues. 

To be clear, many of those may not be the fault of the plans. I 
would like to raise my hand and tell you that much of this is be-
tween CMS and Social Security and our computer problems. We 
have moved a long way to fixing them. We are not done. It is a hor-
rible, intractable problem. I merely point that out. Blame rests 
squarely on my shoulders, and I can assure you we are doing all 
we can to fix it as soon as possible. 

Some of the issues may be plan related. I don’t know about the 
particular situation there, but I don’t want to pass the blame when, 
frankly, it may be mine. 

Mr. KIND. Thank you. 
I see my time has expired, Mr. Chairman. Thank you. 
Chairman STARK. Mr. Becerra, would you like to inquire? 
Mr. BECERRA. Yes, thank you, Mr. Chairman. Thank you. 
Ms. Norwalk, thank you for your patience; and, hopefully, we will 

let you be on your way pretty soon. 
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I do want to mention—it is not the subject of this hearing, but 
I want to thank you for your diligence in trying to stay in touch 
with the County of Los Angeles with its ongoing issues with Martin 
Luther King Hospital. I am not sure where this is going to go, but 
I hope we work toward something that will continue to provide 
service to all the individuals who live in and around the area of the 
MLK Hospital, so hopefully some of those folks don’t suffer by bad 
conduct by some of the folks at the hospital. 

A question with regard to your response to a letter I sent to you 
in April. I thank you for your prompt response in May to a concern 
that Chairman Stark and I raised to you with regard to services 
being provided to all Medicare beneficiaries, especially those with 
limited English proficiency. Could you give me more detail? 

It has only been a month and a half since you sent the response, 
so you may not have a lot more information to share with me. But 
I am concerned that—I am not sure if you have yet had a chance 
to really get on top of the plans to make sure that they are begin-
ning to respond accordingly, as they are required to, to provide 
services to all individuals who are Medicare eligible for Part D. Do 
you have anything you can report on what is going on with the 
plans? 

Ms. NORWALK. I do not have any updates from the correspond-
ents so—but will be back on Tuesday. So, if I have any then I 
would be more than happy to give it to you. 

One of the things I do know is that we had our conference with 
the State Health Insurance Assistance Program, the SHIP direc-
tors, a couple of weeks ago; and we focused on a number of things 
including those who may have difficulty understanding language. 
We have asked them to focus maybe 5 percent of their budget on 
those, not with those who have limited English proficiency but who 
have other mental issues in terms of not being able to understand 
what materials there are there. 

So, we have asked them to focus on that and are hopeful that 
it will make a difference as we move forward. That is one of the 
things we are concerned about. I will get you more specifics if we 
have an update to that. I am not sure if any new information is 
available on that. 

Mr. BECERRA. I look forward to hearing from you on Tuesday 
about that. I would ask between now and Tuesday that, if nothing 
has been done, that you try to tell us by Tuesday that something 
is being done. 

Every day that we go forward without doing something there are 
Medicare beneficiaries who are not receiving the benefits that they 
are entitled to. This has been going on for well over a year and a 
half how. So, I hope that CMS will perk up and take some of the 
compliance actions that you have outlined in your letter. Because 
I think it is outrageous that the plans knowingly are not moving 
forward when it is required of them to do so, and they are getting 
the benefits of providing services to these individuals, yet they are 
not providing all of those services. I hope by Tuesday you can give 
us some pretty specific information on what CMS is doing to en-
force compliance by the plans on that particular item. 

Ms. NORWALK. Sure. 
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Mr. BECERRA. I, Ms. King, have some concerns with regard as 
well to the $100 million that we are not yet clear how it was spent, 
where it went and what we got for it. I am wondering if you can 
tell us if you got enough cooperation from the folks at CMS in try-
ing to discern answers about that 100 million that is still up in the 
air. 

Ms. KING. We did. They provided us information that enabled 
us to calculate the money that was actually paid out to the plan. 
So, they did cooperate with us fully on that. 

Mr. BECERRA. Did they cooperate fully and try to tell you what 
we received for those payments? 

Ms. KING. They don’t know yet. I mean, they were—you know, 
they told us that they had not tracked that yet, and we rec-
ommended that they track it, and they agreed to do so. 

Mr. BECERRA. This is my difficulty. If I talk to somebody in my 
family, a constituent in my district, and ask them did you go to the 
store? Yes. Did you spend some money? Yes. How much did you 
spend? $100. Do you know what you got? No. 

It sounds kind of strange. We paid $100 million for something. 
Yet we can’t be told what we got. I am not sure if you are telling 
me that you are satisfied with that answer, that, yes, the taxpayers 
gave the government 100 million which we did spend, the govern-
ment spent, but we can’t yet know from the government how we 
spent it. 

Ms. KING. We would like to know. 
Mr. BECERRA. I am glad you would like to know. I am won-

dering in the report why is it that we don’t know. 
Ms. KING. I think, at the same time, we understand the genesis 

of the problem, the length of the enrollment process and the retro-
activity that gave rise to it. I think we would like to know. We 
made recommendations to the agency that they do a better job of 
tracking the people and the months of eligibility and the amounts 
actually paid out. 

Mr. BECERRA. One last question, Mr. Chairman. 
Are you planning to follow up on this? Continue to track this? 
Ms. KING. We do as a matter of course follow up on all rec-

ommendations that we make to agencies. 
Mr. BECERRA. So, one of the issues that you will follow up on 

is how that money was spent? 
Ms. KING. Yes. 
Mr. BECERRA. Thank you. 
Thank you, Mr. Chairman. 
Chairman STARK. Mrs. Tubbs-Jones, would you like to inquire? 
Mrs. JONES. Good afternoon. I don’t want to repeat questions 

that others have already asked, but has anybody discussed with 
you the issue of retroactivity and the fact that persons who are eli-
gible for Medicare—that has been discussed already? 

Ms. NORWALK. I am happy to give you a quick response. 
Mrs. JONES. One minute. 
Ms. NORWALK. Absolutely. Yes, we have discussed it here. Ba-

sically, what we have done is we have let the State Medicaid agen-
cies let beneficiaries know—I looked at Texas today—they said, do 
you have drugs for past receipts? Save them. We tell our partners 
to save them. 
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Now, thanks to GAO’s good recommendation, we sent a letter to 
beneficiaries when they qualify to say please save your receipts and 
send them in and the like. 

Mrs. JONES. Are you able to determine how many people re-
ceived dollars through retroactivity and is there a statute of limita-
tions for which you can apply for retroactivity? 

Ms. NORWALK. Typically, retroactivity goes—well, it would be 
January 1st of ’06. That would have been last year. The States 
have that 3 months back from the date of application, but it prob-
ably depends on State law. In terms of filing with the plans those 
receipts, we have asked the plans to be generous; and it typically 
would include both the 3 months back and however many 
months—— 

Mrs. JONES. You have asked them to be generous? 
Ms. NORWALK. We told them to be generous. Because they are 

getting premiums for those payments. 
Mrs. JONES. Let me switch course for a moment. Can you tell 

me—we have been in this program a year and a half now. How 
many people have reached the donut hole? What are you doing to 
help people through the donut hole? For the record, just in case 
people don’t know what I am talking about, it is the point where 
they spent $2,500 and they have to reach $5,000 in order to get 
part of the plan and they continue to pay the premium. 

Ms. NORWALK. That is the second deductible. 
A couple of things. The first point is that last year we estimate 

somewhere between 3 and 4 million reached the coverage gap last 
year, the donut hole. 

Mrs. JONES. That is what percentage of those who are covered? 
Ms. NORWALK. There are 24 million who have the prescription 

drug benefit through the Medicare Program. That is not the retiree 
drug subsidy. So, one-sixth. 

Mrs. JONES. Keep going. 
Ms. NORWALK. The second piece in terms of helping them, one 

of the things we have done is worked very closely with States. 
States often have assistance programs. But also with the pharma-
ceutical manufacturers who have programs. So, that beneficiaries 
who are either in a coverage gap but may have difficulty in paying 
for the prescriptions—we have 47 different programs. We have all 
of them available on our Web site. Obviously, there is no way for 
us to provide Federal funds under the statute there, but one of the 
things we do is give as much information as possible to help them. 
If they find themselves in a situation where they are in trouble fi-
nancially, that we can help them through there. 

The other piece is the negotiated price for those prescriptions are 
offered in that donut hole, in that coverage gap, so that Medicare 
beneficiaries are not paying the full price that they might if they 
had no coverage at all. 

Mrs. JONES. It was speculated that in the process of imple-
menting this program that much more than one-eighth of the re-
cipients or persons participating in there program would have 
reached the donut hole. Is that not true? 

Ms. NORWALK. I don’t remember the initial estimates. I could 
track them down. 
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Mrs. JONES. I would appreciate you sending to me and my Com-
mittee Members this piece on only 3 to 4 million. What about the 
people who jumped the donut hole and are at the $5,000? How 
many people is that and what is the percentage? 

Ms. NORWALK. I will have that information. It is part of the 
process, much like those numbers that you were concerned about 
in terms of retroactive enrollment for dual eligibles, and we are 
going through a process for paying the plans from last year in 
2006. We are reconciling our books to make sure that we have the 
right amounts, and we will know exactly what we are paying in 
terms of catastrophic coverage for beneficiaries both to the plans as 
well as the numbers. We will have those numbers. It will probably 
be a few more months before our reconciliation process is finished, 
but we will have that and be able to give you those specifics. 

Mrs. JONES. You have to get to the plans to get that answer, 
not to the individuals? 

Ms. NORWALK. Yes, that information will come from the plans. 
Because the plans cover the benefit once the beneficiary has gone 
through the donut hole. The plans will pay the claims, and we will 
reimburse the plan 80 percent. The plan pays 15, and the bene-
ficiary pays 5. 

Mrs. JONES. I am particularly interested in that information. 
Oftentimes, we have these hearings, and we ask for information, 
and we don’t get it. I want this information. 

Ms. NORWALK. Absolutely. I promise you will get it as soon as 
we finish the reconciliation process. 

Mrs. JONES. What are we talking about? A year from now? 
Ms. NORWALK. Fall. 2007, maybe a year from now; 2006 will 

be this fall. 
Mrs. JONES. Thank you, Mr. Chairman. 
Chairman STARK. Thank you. 
Ms. Norwalk, you are working with a contractor, as you state, to 

augment your resources for compliance audits. Who is that con-
tractor? 

Ms. NORWALK. We have three contractors for the medics. 
Chairman STARK. Is that the same as the medics? 
Ms. NORWALK. Yes. Delmarva Foundation is one, the SAIC is 

one, and EDS is the third. 
Chairman STARK. SAIC and EDS. That is our Texas friends? 

Okay. 
Ms. NORWALK. Yes. 
Chairman STARK. Do you receive periodic reports from them? 
Ms. NORWALK. We do. 
Chairman STARK. Monthly, quarterly? 
Ms. NORWALK. Probably monthly, but I will have to confirm 

that. They have addressed 3,844 complaints, conducted 859 inves-
tigations, referred 20 cases to law enforcement and sent 11 imme-
diate advisements to law enforcement. 

Chairman STARK. Would we be able to review those? 
Ms. NORWALK. I suspect that you could review most of them. 

The ones that are referred to law enforcement, it depends on where 
they are in law enforcement. 

Chairman STARK. I don’t mean to make this the topic of the 
hearing, but if we sent our staff over they would be able to—— 
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Ms. NORWALK. As long as it is not confidential because law en-
forcement is going after someone. I believe they would be happy to 
share that with you. 

Chairman STARK. Thank you. Thank you. 
I have one other question. I think last year there were three 

plans operating on waivers which meant that they were not li-
censed by any State. How many plans are operating on waivers 
now? 

Ms. NORWALK. I don’t know that off the top of my head. It may 
be that they all have been licensed at least in one State, but I will 
have to check that. I know we worked with the plans before and 
asked them to get licensed. I don’t know—I personally don’t know, 
but I am sure it is knowable, so I will get back to you. 

Chairman STARK. It is my understanding that many of these 
plans operate on waivers even if they are not applying for licensure 
in a State; is that correct? 

Ms. NORWALK. No, we did require that they be licensed. I think 
it is three years. We required them to be licensed within a certain 
amount of time. I think that time is three years. But that is just 
off the top of my head. So, that they would have to at least go and 
apply. 

Of course, every State, in terms of licensing, can take a different 
amount time; and we wanted to be sure they were not held up by 
that in terms of operating their plans. But we do require them to 
be licensed ultimately. 

Chairman STARK. So, if they are not licensed by a State, we 
have no—and this is the point of my concern—we really have no 
independent assessment of the integrity of their assets? 

Ms. NORWALK. Well, we at CMS would do a review of their fi-
nancials and ensure that they have the appropriate—— 

Chairman STARK. Who would do that at CMS? 
Ms. NORWALK. I presume it is going to be one of the plan 

groups that does the oversight. The Center for Beneficiary Choices 
within there would do that review. Unless it is something that is 
actuarial. 

Chairman STARK. You have people who are capable of analyzing 
the integrity of an insurance company and their ability to pay for 
long-term liabilities? 

Ms. NORWALK. I suspect that we do. 
One of the things that happened with the Balanced Budget Act 

was the provider sponsored organization legislation that allowed 
CMS to do or HCFA to do just that where we had the oversight. 
So, it is a continuation of that. I believe that we work with the 
NAIC to determine what would be appropriate in terms of bonding 
to provide appropriate financial protection for beneficiaries. 

By the way, we work with the States whether or not a plan is 
licensed; and if we are concerned about the financial wherewithal 
of a plan, we will look to close them down. 

Chairman STARK. Thank you. That is a concern. 
As I say, we have run into that in private pension plans and a 

host of private union plans where they haven’t had the resources; 
and I am mostly concerned where a plan gets stuck with some kind 
of long-tail liability that they just don’t have the resources to ab-
sorb that. 
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Ms. NORWALK. I frankly think that is a concern whether or not 
they are State licensed. 

Chairman STARK. If you are paying attention to it, then we will 
assume that responsibility is the government’s. 

Any other Members? Mr. Doggett? 
Mr. DOGGETT. Are you familiar with, Ms. Norwalk, with the 

complaints or concerns that some pharmaceutical benefit managers 
and Medicare Advantage Plans earn interest off of the float be-
tween when they are paid and when they pay the pharmacies that 
actually provide the benefits to these beneficiaries? 

Ms. NORWALK. I haven’t heard that specific complaint. 
Last year, to be fair, we heard a lot about pharmacies being con-

cerned about the timeliness of payments. So, we did a review of 
how long it took to make payments, and I am happy to report that 
the billing cycle is typical to what you would see in the commercial 
market on a 30-day cycle, and there are—in fact, all the top 20 
plans all of them pay between 30 days. 

Mr. DOGGETT. Is it fair to say, if I understand your answer 
right, you have never heard the complaint before about the middle-
man benefits from the float or benefiting from the float and you are 
satisfied with the survey you have that there is prompt payment 
to pharmacies? 

Ms. NORWALK. I am satisfied with the survey that certainly the 
top 20 plans, which are a significant 90-some percent of the enroll-
ment of beneficiaries, do pay plans within 30 days. Not only that, 
they often—plans may pay pharmacies twice within those 30 days, 
and we do have the specifics in terms of the billing cycles. 

Mr. DOGGETT. If you would leave those with us, that would be 
helpful. 

In your formulary guidance documents, as I understand it, if a 
plan is not providing six therapeutic classes they would be in 
breach of contract? 

Ms. NORWALK. They do need to provide all the drugs within 
those six classes that we have enumerated. That is correct. If they 
are not, they would not be compliant. We would not approve their 
formulary until they did include them all; and if we did not ap-
prove their formulary, they couldn’t bid. 

Mr. DOGGETT. Have you ever denied a contract application be-
cause of a discriminatory formulary? 

Ms. NORWALK. Typically, we would work with a plan to have 
them remove whatever the discriminating feature is; and we do in-
clude discrimination check on all formularies prior to them being 
approved and before they would be allowed to bid. So, rather than 
saying you cannot bid at all, we would work with them to say these 
are the specific aspects of your formulary we find discriminatory. 
You will need to change them. 

Mr. DOGGETT. Has that been done previously? 
Ms. NORWALK. I am quite sure it has. I do recall personally 

getting involved with a plan. 
Mr. DOGGETT. Can you provide information concerning deter-

mination that formularies were discriminatory? 
Ms. NORWALK. I would actually expect it is less likely to hap-

pen in 2007—not to mention the plan year 2008. It may have been 
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more of an issue early on in the process. I will see if we have that 
information. 

Mr. DOGGETT. I was a bit confused by your responses to Chair-
man Stark on the question of why we should not codify those six 
therapeutic classes. I believe you indicated that science could 
change and perhaps we wouldn’t need six classes. Is that one of 
your concerns? 

Ms. NORWALK. That that might be one thing. For example, if 
you have a black box warning or if you found out that some of 
those drugs were not safe. It also gives you more flexibility particu-
larly around how is that particularly defined? 

One of the things I am concerned about, as I know the Members 
of the Committee are, is the cost of the prescription drug program. 
One of the things that happens when you mandate that a class be 
covered—— 

Mr. DOGGETT. You do mandate it now through your contract 
documents? 

Ms. NORWALK. That is correct, and I am getting to that point 
in a second. But, by doing so, I assure you that one of the things 
we did was made it much harder for plans to negotiate a price 
around the drugs in those six classes. 

Mr. DOGGETT. Your contract makes it more difficult to nego-
tiate? 

Ms. NORWALK. Requiring those six classes be covered. So, yes, 
our contract with the plans requiring them to cover six classes 
means that they have very little negotiating ability with the phar-
maceutical manufacturers who make those drugs in those classes. 
Believe me, we heard from the plans complaining about it. Because 
they want to be able to provide the best coverage at the lowest 
price. But we felt it was so important that these classes be covered, 
at least with what we know now to put them there. If you put it 
in the statute, you take away some of that—the ability to ensure 
that you are balancing the safety and efficacy on the one hand, the 
economics on the other hand and, thirdly, the ability of the plans 
to negotiate while at the same time making sure that Medicare 
beneficiaries have the drugs they need, particularly in these classes 
that are very sensitive. 

Mr. DOGGETT. So, with time about to expire, yes or no, do you 
support codifying your current policy? 

Ms. NORWALK. No, I don’t think it needs to be codified. 
Mr. DOGGETT. Thank you. 
Chairman STARK. Mr. Camp. 
Mr. CAMP. Thank you, Mr. Chairman. 
Ms. Norwalk, we are going to be receiving testimony that one pa-

tient has had to stop seeing their regular community provider be-
cause they were unable to dedicate the resources needed to get the 
frequent authorizations required by drug plans. Now isn’t it true 
that beneficiaries need just one prior authorization decision for the 
entire year for the prescription they are seeking to fill? 

Ms. NORWALK. Yes, that is true. There may be an instance— 
for example, one of the things that the Medicare statute requires 
is that if it is covered under the Part B program—B as in boy— 
then the prescription drug plan cannot cover it. There may be an 
instance, somebody has moved from one setting to another, a sec-
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ond prior authorization may make sense. But generally, yes, once 
a drug is prior authorized it should not be required to be done 
again. 

Mr. CAMP. With regard to AIDS drugs and other drugs in the 
six protected classes, do beneficiaries need to receive prior author-
ization? 

Ms. NORWALK. With AIDS drugs, no. There is one AIDS drug 
that would be prior auth. If they are new AIDS drugs that come 
to market, they do typically—if they are added to the formulary 
later in the process, they may be prior authorized. A couple of ex-
ceptions, but generally, no, AIDS drugs are not. 

With chemotherapy drugs, immunosuppressive, also, in the six 
protected classes they may be prior authorized, particularly be-
cause of that B versus D issue that I mentioned; and that is a lot 
of the complaints that we hear from people. But, generally, those 
drugs are not prior authorized. 

We see prior authorization in some instances as very important, 
when in particular Medicare beneficiaries, statistically, 23 percent 
of them see a dozen doctors a year because they have five or more 
chronic conditions, they have 50 prescriptions. If you can imagine 
a dozen doctors writing scripts for 50 prescriptions, you may have 
duplicates. 

I think there are very good reasons and safety checks to ensure 
that prior auth be used in many instances, but certainly in the 
AIDS category we are very concerned about that. If we hear of spe-
cifics we are more than happy to go back to the plans and ensure 
that beneficiaries are getting the drugs we intend them to get. 

Mr. CAMP. I just wanted to touch on the GAO report and the 
comments about the 100 million that Medicare has paid to different 
prescription drug plans. The purpose of this is to cover what we 
call retroactive coverage; is that right? 

Ms. NORWALK. Correct. 
Mr. CAMP. That is coverage where individuals become eligible, 

and this backdates to a former time. 
Ms. NORWALK. Correct. 
Mr. CAMP. From what I understand from the testimony, there 

is going to be a reconciliation of this $100 million that will get into 
plan-specific information which in terms of the numbers of bene-
ficiaries and the amounts these beneficiaries have received that we 
can expect some time in the fall? 

Ms. NORWALK. We should know more. If I am wrong about that 
I will get back to you, but we should know more about that once 
we go through the reconciliation process and get more specifics. 

I would like to point out in the GAO report they did not object 
to our linking the effective coverage date to Medicaid’s retroactive 
eligibility date. The interesting thing is, once you are dual-eligible, 
the statute requires you to be covered by Medicare for your drug 
benefit. But for other benefits, even for retroactive eligibility in 
Medicaid, of course you can bring your receipts in to the State and 
the State will reimburse you. Conceptually, it works the same way; 
and we want very much for it to work on a go-forward basis. 

I am grateful for Ms. King’s report, which is one of the reasons 
why in March we said we will tell the beneficiaries specifically in 
a letter about retroactive enrollment in this. We had always pro-
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vided information to beneficiaries and partners about, hey, save 
your receipts, send them in, the plans will reimburse you for them. 

I, too, will be very interested to know how this has been working 
with the plans and look forward to sharing with the Committee 
more details as to how many plans have been reimbursing bene-
ficiaries for this retroactive bit. But these are premium payments, 
and you are getting paid for coverage, and that is really the point. 

Mr. CAMP. Thank you very much. 
Thank you, Mr. Chairman. 
Mrs. JONES. Quickly—thank you, Mr. Chairman—how much 

money was allocated to educate recipients about retroactivity? 
Ms. NORWALK. I don’t know if there is anything specifically 

about retroactivity. 
Mrs. JONES. Maybe not retroactivity. Excuse me, reimburse-

ment. 
Ms. NORWALK. Reimbursement generally? I can tell you about 

all the publications. I don’t know how much we paid to print them 
and so on and so forth. 

I can tell you more generally, in terms of working with our part-
ners, tens of millions of dollars. But it is very hard to know—when 
you are working with someone you may have a number of things 
that come up—— 

Mrs. JONES. You are not telling me that tens of millions of dol-
lars were spent on educating our seniors receiving Medicare pre-
scription drug benefit that they were eligible for reimburse-
ment—— 

Ms. NORWALK. No, no, no—— 
Mrs. JONES. That is my question. How much money was allo-

cated to discuss with seniors reimbursement? 
Ms. NORWALK. I suspect—it would be hard for me to know. I 

don’t know that it is a number that is knowable, because it is a 
part of many things that we work with our partners, including the 
SHIPS. 

Mrs. JONES. I want that answered. It is not something that is 
knowable? What is ‘‘knowable?’’ What does the word ‘‘knowable’’ 
mean? 

Ms. NORWALK. I don’t know. Meaning I don’t think it is pos-
sible for me to go back and ask anyone at CMS, gee, how much do 
we spend toward this line item specifically? 

I do think, more globally, it is a package of information that we 
provide to beneficiaries for which we spend a significant amount 
money educating them. It is a piece of what we educate them on, 
but there has not been anything specifically in terms of you must 
spend X number of dollars on this particular component. It has 
been more global in terms of education. 

Mrs. JONES. Let me say this to you. When we put in program 
in plan there were lots of seniors that were totally confused and 
overwhelmed about how to sign up for the program. If they are 
overwhelmed about that, clearly they were probably overwhelmed 
about reimbursement. I am suggesting to you that even if you can’t 
delineate the specific amount of money that was allocated to talk 
to them about reimbursement, it would do you well on behalf of all 
the seniors out here who are pinching pennies to find out whether 
you did a good job at it and figure out what dollars you could ex-
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pend to do that. In your report to me about those other things I 
asked you about, even if you can’t delineate a number for me, I 
would like to know. 

Ms. NORWALK. We can certainly show you all the things we 
have done in terms of outreach materials—— 

Mrs. JONES. I don’t want to see that. I have seen that, and I 
have been part of the outreach in my congressional district. I am 
specifically asking you about reimbursement. 

Ms. NORWALK. We may know more once we do the reconcili-
ation process so we can figure out specifically where we had issues. 
Which is to your point, has it worked or hasn’t it worked. Well, we 
will know once we finish—— 

Mrs. JONES. That wasn’t my question. That is something you 
want to answer. The question is about reimbursement for the sen-
iors who was out here. Ma’am, you don’t have to keep giving me 
your on and on answer. Just get the answer I want. Okay? Thank 
you. 

Ms. NORWALK. Okay. 
Chairman STARK. I, too, Ms. Norwalk, have another issue that 

has come up. I think you mentioned that beneficiary premiums de-
creased. But we were advised by Consumers Union who said they 
looked into 60 plans in a particular ZIP Code in Texas, and they 
found that 32 plans had increased their price, 20 stayed the same 
and eight decreased. They also found that in another New York 
ZIP Code, 61 plans offered coverage in February of this year and, 
by June, 35 of those plans had increased, 17 stayed the same and 
nine decreased. 

So, that basically sounds like there is a little bit of bait and 
switch. Because the beneficiaries can’t change. They shop around 
for the lowest price. Then these shylocks go and raise the price on 
them during the year. Why should we allow that? 

Ms. NORWALK. Actually, you raised two different issues. The 
first issue in terms of the premiums between 2006 and 2007, this 
is a calculation that our actuaries make. 

Chairman STARK. Why should we allow the plan—— 
Ms. NORWALK. Let me explain why there is a difference. 
Chairman STARK. Stop a minute. Just, in a sense, why should 

we allow the plans—in one case, a plan had a 26 percent increase 
during the year. I mean, these guys are supposed to be insurance 
pros. Unless you allow the beneficiary to change—but if you lock 
the beneficiary in, why isn’t it fair to say that the plans ought to 
hold their premium and their formulary steady for the year? 

Ms. NORWALK. Well, the premiums do stay stable for the year. 
I suspect Consumers Union is complaining about cost-sharing or 
coinsurance of the price of the prescription. 

Chairman STARK. That is an increase in cost. 
Ms. NORWALK. But it is different from the premium, just to be 

clear. But the reason it’s important is because 93 percent of bene-
ficiaries chose plans with copayments, and those copayments in 
fact do not change throughout the year. If you are in a deductible 
period, the price of a prescription may go up or go down, but the 
copayments do not change if you are in a benefit period. I think 
it is important to know that most beneficiaries chose plans and 
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have that option of taking a copayment, rather than coinsurance, 
where they are protected from price changes. In terms of—— 

Chairman STARK. I guess my question is why we should allow 
it. In this ZIP Code there were 61 plans, Zip Code 00501. You are 
quite correct it was increase in costs—35 increased their costs, 17 
stayed equal, and nine—bless them—decreased. But—— 

Ms. NORWALK. It depends on the prescription. 
Chairman STARK. But the increase was 178 bucks. 
Ms. NORWALK. It would depend on the vast prescriptions that 

you review. 
Chairman STARK. Why should we let them change it? 
Ms. NORWALK. It is a basic nature of how the prescription drug 

market works in the commercial sector as well as in Medicare. So, 
even under the Federal Employee Health Benefit Program, you 
may pay different amounts for the same drug. 

Chairman STARK. Just slow down a bit. I don’t care which way 
you want to go on this, but it doesn’t seem fair to me if I sign up 
for a plan, pay my premium and I have shopped, so I am in the 
free market, which we like to protect, that then I got to stay in that 
plan for a year. But if a plan changes the cost, which is important 
to me, I can’t change. Why is that fair? 

Ms. NORWALK. It actually may not be that the plan is changing 
the cost per se. Let me explain. 

Chairman STARK. Why is that fair that there should be any 
change? 

Ms. NORWALK. Because beneficiaries could choose plans that 
wouldn’t have a change because they are getting copayments, and 
93 percent of them did choose that. But the issue is not so much 
the plan change in the cost; it is how the plan reimburses the phar-
macy for the prescription. It is typically on the basis of something, 
as you know, called a wholesale price. 

Chairman STARK. This isn’t costing the beneficiary. All I am 
saying is that if the plan changes the cost to the beneficiary, but 
the beneficiary can’t change plans, why is that fair? Why shouldn’t 
the plan be locked in to say, look, you are going to tell me what 
my cost is when I sign up so we have a contract, I guess, as we 
lawyers would call it? Now, why should they be able to wiggle out 
of it by changing the cost and I can’t change plans? 

Ms. NORWALK. We do. I think it is important to let bene-
ficiaries know up front that some of their costs may change, par-
ticularly if they choose plans that have co-insurance and not copay-
ments. 

Chairman STARK. Then why don’t we let them change plans? 
Ms. NORWALK. Partly it is a matter of the administrative bur-

den. That would be why. 
Chairman STARK. It depends on these poor plans that aren’t 

making any money, huh? Okay. Well, I am just glad to see which 
side you come on. 

Mr. Camp. 
Mr. CAMP. I was just going to suggest, if the questions are com-

pleted, maybe we could go to the second panel. We have all had a 
couple of chances here. 

Chairman STARK. I have a couple more on this issue, Mr. 
Doggett. 

VerDate Nov 24 2008 01:21 May 14, 2009 Jkt 047757 PO 00000 Frm 00071 Fmt 6633 Sfmt 6602 E:\HR\OC\A757A.XXX A757Aw
w

oo
ds

2 
on

 P
R

O
D

1P
C

60
 w

ith
 H

E
A

R
IN

G



68 

Mr. DOGGETT. Do you believe it is desirable for consumers to 
know which plans offer the most possibility and which offer the 
most bate and switch. 

Ms. NORWALK. I do think it is important for beneficiaries to 
know. In fact, that is why we have included it in our consumer re-
ports that they will have available for the 2008 plan year. 

Mr. DOGGETT. So, in the 2008 plan year, somebody will be able 
to go back and see how much the plan changed. 

Ms. NORWALK. They will have some idea relative to the other 
plans; that is correct. 

Mr. DOGGETT. What form will it take? 
Ms. NORWALK. I will have to get back to you on the specifics. 

I think it is stars. We want to make it as easy as possible; one, 
two, three or four, or whatever. I think it is one to three stars, de-
pending how stable your request is. 

Mr. DOGGETT. Do you have any objection to legislation to re-
quire plans to tell consumers what the price change has been dur-
ing the prior year on the package of, say, the hundred most com-
monly prescribed drugs. 

Ms. NORWALK. I think consumer information is fine. I don’t 
know that you need to require it in a statute. But if that is the sug-
gestion, that is sort of what we are trying to get to with price sta-
bility, is that same type of information, something they can under-
stand. 

Mr. DOGGETT. Apparently the Texas plans that were surveyed 
by Consumers Union all have stars. You are saying this is a 
prospected development, this is something you will do in the future 
that you have not done in the past? Is that correct? 

Ms. NORWALK. No. I think the issue is, what is the—this is ac-
tually currently on our plan finder now; the stars are. But we pro-
vide, it is a level of data that is underneath that that I think is 
important on a go forward basis, just to make sure that, if bene-
ficiaries are choosing plans, compared with the others, have their 
prices moved more or less relative to other plans that are available 
in the area? Or might they want to choose a plan with a copayment 
like most beneficiaries have chosen to insulate themselves from 
those price changes? 

Mr. DOGGETT. I am glad you don’t object to legislation to ad-
dress this problem. I just want to be sure that I understand where 
you are on this. As I understand it the plans, consumers’ union 
survey, all had a star so that, the Texas plan, so that if someone 
were looking at it, they would assume they are all fine. I believe 
what you are saying—— 

Ms. NORWALK. I think the point is a comparative tool. So, what 
we wanted is to be able to say, are they the same or better or worse 
than the plan next door? 

Mr. DOGGETT. That is all very reasonable, but are you going to 
have a separate column or category where a single or disabled per-
son looking at that column would be able to evaluate the plans on 
the sole basis, separately, of whether they had price stability or 
whether they did a lot of bate and switch? 

Ms. NORWALK. Well, the price stability is in fact one of the 
many things that we give a rating for. The information that is un-
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derneath that I think is what you are asking for. I will check and 
see. 

Mr. DOGGETT. You are giving an overall rating, and I am ask-
ing whether you would specifically be able to compare plans based 
on price stability. 

Ms. NORWALK. I think, yes, that is something we will be mak-
ing, if we don’t already, that we will be making available on a 
number of features, not all specific, not just a single plan that is 
one, two or three star, but also the features below that. 

Mr. CAMP. If the gentleman would yield, I don’t think we have 
Medicare evaluating the physicians or hospitals at this point. 

Ms. NORWALK. We are getting there. 
Mr. CAMP. So, there is a huge field here talking about evalua-

tion of providers. 
Mr. DOGGETT. This is on effectiveness, this is just solely on 

whether they bate and switch. As I understand it, you agree it is 
good to provide that information and you hope to provide it. 

Ms. NORWALK. Correct. 
Mr. DOGGETT. Thank you. 
Chairman STARK. Thank you both of you for your patience and 

letting us to try your patience. 
Thank you, Ms. King. 
Thank you, Ms. Norwalk. 
We are on panel two: Dr. Steve O’Brien, an HIV/AIDS specialist 

from my neck of the woods, Oakland, California. Thank you, Dr. 
O’Brien, for coming out here and taking good care of our constitu-
ents in Alta Bates. 

Dr. William Fleming, a doctor of pharmacy, who runs Humana’s 
Part D product line. It will be interesting to have the plan perspec-
tive when we talk about changes to improve the beneficiaries bene-
fits. 

Mr. Paul Precht from the Medicare Rights Center will discuss 
enrollment issues. 

Mr. Tom Maher with Medicare Today will talk about beneficiary 
education. 

Finally, Ms. Vicki Gottlich, who is joining us from the Center of 
Medicare Advocacy, will talk about beneficiary grievances and ap-
peals. 

Dr. O’Brien, we have all of your written testimony, and without 
objection, it will appear in the record in its entirety. Would you 
care to enlighten us in about 5 minutes, an overview of informa-
tion, we would appreciate it. Please lead off. I have to add that my 
oldest two daughters were both born in Alta Bates; how do you like 
that? 

STATEMENT OF STEPHEN O’BRIEN, M.D., MEDICAL DIRECTOR, 
ALTA BATES SUMMIT EAST BAY AIDS CENTER, OAKLAND, 
CALIFORNIA. 

Dr. O’BRIEN. Thank you, Mr. Chairman. 
Alta Bates is the third busiest delivery hospital in the United 

States, so we see a lot of babies there. 
Chairman STARK. This is before you had an emergency room or 

any more than one building. I don’t want to tell you how long ago 
it was. 
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Dr. O’BRIEN. Good afternoon, Mr. Chairman, and distinguished 
Members of the Committee. My name is Steve O’Brien, and I am 
the medical director of the East Bay AIDS Center affiliated with 
Alta Bates Summit Medical Center in Oakland, California. The 
East Bay AIDS Center was the first community-hospital-based HIV 
program in the country, and we are currently the largest commu-
nity-hospital-based HIV program in the United States. We provide 
primary and secondary specialty medical care to more than 1,300 
people living with HIV/AIDS, most of whom are indigent people of 
color; a third of our patients are women; and we have the largest 
youth-specific HIV clinic in California. 

I am an HIV specialist, and I serve on the Public Policy Com-
mittee of the American Academy of HIV Medicine, a nonprofit orga-
nization of HIV specialists. The academy is a part of a broader coa-
lition of advocates known as the HIV Medicare and Medicaid Work-
ing Group which is focused on improving the lives of those living 
with HIV disease who are on Medicare and Medicaid. 

The great news is that, in the United States, AIDS is not the dis-
ease that it used to be. Thanks largely to effective antiretroviral 
therapy prescribed by HIV expert providers, mortality from AIDS 
have fallen 80 percent. However, suppression of the HIV virus de-
mands strict adherence to individualized complex daily regiments. 
Drugs that work for patient A may not work for patient B and vice 
versa. Because these drugs are not interchangeable with one an-
other, HIV patients need unhindered and uninterrupted access to 
all of the FDA-approved medications available to treat the disease. 

Since the advent of Part D, Medicare now offers drug coverage 
to about 100,000 beneficiaries with HIV, which is about 20 percent 
of all people living with HIV in care in the United States. While 
the addition of the Medicare drug coverage to those without prior 
drug coverage is clearly beneficial, the majority of my 450 HIV 
Medicare patients are worse off now than they were before the pas-
sage of Medicare Part D. 

Most of my patients had good drug coverage before Part D, and 
the new program has been challenging, often disruptive and more 
costly to them. Patients have had trouble accessing drugs and have 
gone without medications they can’t afford or they can’t get. Enroll-
ment problems and/or changes in plans have also caused disruption 
in patient access. We are a tertiary referral center, and we receive 
many patients who have had to transfer from community providers 
that were previously seen for many years because those community 
providers lack the resources to deal with the frequent authorization 
processes required by a Part D medication. 

There are many plans that require monthly authorizations for 
crucial medicines such as fluconazole for cryptococcal meningitis. 
Many patients also left their community pharmacy and transferred 
to less convenient HIV-specialty pharmacies because those phar-
macies have the expertise available for handling all the paper work 
required for Medicare Part D. 

This didn’t happen when these patients were receiving the same 
drugs through Medicaid or through the AIDS Drug Assistance Pro-
gram or ADAP. Some plans have placed some HIV drugs in higher 
tiers, making them more expensive and difficult to access. Tiering 
the drugs in this way can effectively drive patients away and rid 
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many plans of their expensive AIDS patients. Patients with exces-
sive cost-sharing burdens are choosing not to take some drugs or 
to reduce dosing in order to save money. One of my patients has 
chosen to return to an old seizure medication which has more side 
effects, but it is cheaper for her than the less toxic and more effec-
tive alternative. Many. 

Patients with prohibitive cost-sharing for their visits and equip-
ment are coming into the clinic less frequently and refusing to see 
subspecialists in order to minimize their out-of-pocket costs. These 
cost-sharing expenses used to be covered by ADAP when their drug 
coverage was provided by Medicaid and ADAP in California. But 
now, with Part D covering these medications, these patients are 
facing new expenses for their medical care they were not previously 
experiencing and are rationing their care. One patient I saw on 
Monday, for example, cut her visits now to twice a year, and she 
is reluctant to see her neurosurgeon and follow up for her brain 
tumor because she feels she can’t afford these high expenses be-
cause she is caring for her elderly patients. 

The academy and the HIV Medicine Association recently con-
ducted a joint survey of their members on how Medicare Part D 
has affected HIV care. A particular concern is the high percentage 
of providers like me who reported that the dually eligible patients 
are now worse off under Medicare Part D. Many of the problems 
appear to stem from complex, often inappropriate, prior authoriza-
tion processes and incorrect assignment of low-income subsidies for 
beneficiaries. These problems occur despite the protections for 
antiretrovirals and the five other drug classes included in the CMS 
formulary guidance. 

In order to improve the Part D law, I have five brief specific rec-
ommendations: Number one, provide codified protection for the six 
protected classes. CMS has included antiretrovirals as one of the 
six protected classes so its Part D plans are required to cover all 
or substantially all drugs and prohibits plans from applying utiliza-
tion management, such as prior authorization, to HIV medication. 
Despite the guidance language, the committed staff at CMS led by 
Dr. Jeffrey Coleman is working hard, but not all plans are com-
plying. Just this last week, Dr. Wong in Massachusetts reported a 
patient receiving a very common HIV antiretroviral medication was 
denied because there was no prior authorization. Providers are 
often too frustrated, too busy with the delivery of patient care or 
just too overwhelmed with the burden of paper work generated by 
Part D to plead their cases to CMS. The protection for these six 
classes is essential but is currently only offered as guidance by 
CMS and must be renewed annually. 

My colleagues and I urge Congress to write into law the protec-
tions for these six classes, including HIV medications. In addition, 
drug plans who consistently violate those provisions should be 
sanctioned and evaluated for their continued participation in the 
Part D program. We are united in this goal with a wide range of 
national organizations representing those with mental health chal-
lenges, cancer and epilepsy. 

Number two, coverage for new antiretrovirals must be provided 
within 30 days of FDA approval. New approved antiretroviral 
drugs of protected classes are subject to expedited review within 90 
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days. But that is too long to wait, because these new drugs are 
really for people with very, very advanced disease, and they are the 
only option they have. Waiting 90 days for a new drug when you 
have no immune system is really no option when it can mean life 
or death. Newly approved medications in the six classes should be 
added to all formularies within 30 days of FDA approval, and this 
would save lives. 

Number three, cost-sharing should be capped for low-income pa-
tients. People living with HIV/AIDS generally receive a dozen or 
more prescriptions per month. The sickest patients have the most 
medications, and cost-sharing disproportionately burdens people 
who are the sickest and poorest and who survive in the Bay Area 
on incomes of $600 to $1,200 a month. For the poorest of patients, 
even copayments as low as $3 to $5 per prescription can add up, 
forcing them to choose between food, shelter and life-saving 
healthcare and treatment. Many of my patients with co-pays will 
pick up only a portion of their medication or they will skip months 
at a time when they feel money is tight, and they can’t afford that. 
That threatens their health. Congress should consider passing a 
beneficiary’s monthly cost-sharing burden, particularly for the 
lower income patients who cannot afford multiple copayments 
every month. 

Number four, coverage during enrollment changes and transi-
tions in coverage needs to be guaranteed. Proper enrollment into 
a drug plan has been difficult. During times of transition between 
plans, patients and their providers are often confused. Many pa-
tients often don’t even know their plan has changed. Many of my 
patients claim they never get the letter, although I am sure it has 
been mailed. This requires reauthorization for their drugs and 
often a delay in getting them their medication. 

There is also some bad actors amongst the plans. Earlier this 
spring, one company, Sierra RX, abruptly disenrolled hundreds of 
HIV patients from coverage in their enhanced plan. The 
disenrollments were unjustified, and after a time-consuming case- 
by-case investigation by CMS, which found no cause for the abrupt 
dismissal, CMS mandated reenrollment, but not before a patient’s 
health had been endangered. Enrollment and disenrollment protec-
tion should be enacted. 

Finally, number five, ADAP payments should count toward true 
out-of-pocket expenditures. Many patients with HIV rely on Ryan 
White’s AIDS Drug Assistance Program for coverage prior to Part 
D. But now, ADAPs require all these patients to enroll in the Medi-
care Part D benefit. However, since HHS is interpreted to be MMA, 
such that ADAP expenditures do not count toward the true out-of- 
pocket expenditures or TrOOP, beneficiaries receiving support from 
ADAP will never come to their doughnut hole and ADAP will con-
tinuously be used to pay for these expenses. This further strains 
the very limited ADAP programs. Federal law should support ef-
forts to maximize Medicare coverage and allow expenditures made 
by AIDS Drug Assistance Programs to count toward TrOOP. 

In conclusion, Medicare Part D, has been helpful to a few of my 
patients. But to many of my patients, it has been confusing, stress-
ful and disruptive for their care. For the HIV clinicians, it has been 
challenging on the best of days, and frustrating and overwhelming 

VerDate Nov 24 2008 01:21 May 14, 2009 Jkt 047757 PO 00000 Frm 00076 Fmt 6633 Sfmt 6602 E:\HR\OC\A757A.XXX A757Aw
w

oo
ds

2 
on

 P
R

O
D

1P
C

60
 w

ith
 H

E
A

R
IN

G



73 

on the worse. We spend hours on the phone at our desk filling out 
authorization requests for different plans. But the different re-
quests for different plans is confusing. My nurses and pharmacists 
tell me they are now spending at least twice as much time per pa-
tient getting the same drugs now that they are on Medicare Part 
D as they did prior to that. The hours spent on patient advocacy 
are robbed from our limited time with patient care. 

So, Congress has an opportunity to help by providing safeguards 
for the six protected classes by mandating access to new 
antiretrovirals within 30 days, by capping out-of-pocket cost-shar-
ing for low-income patients, by guaranteeing coverage during plan 
transition, increasing surveillance and sanctioning by bad actors, 
by guaranteeing at least one enhanced plan that offers coverage 
through the doughnut hole and by allowing ADAP expenditures to 
count toward true out-of-pocket expenditures. We appreciate the 
hard work of this Committee, particularly the Chairman and Mem-
bers. I appreciate the opportunity to share my story and happy to 
answer any questions you might have. 

[The prepared statement of Dr. O’Brien follows:] 

Statement of Steve O’Brien, M.D., Medical Director, Alta Bates Summit East 
Bay AIDS Center, Oakland, California 

Good afternoon. My name is Stephen O’Brien and I am the Medical Director of 
the Alta Bates Summit East Bay AIDS Center in Oakland, California, which pro-
vides primary and specialty medical care to more than 1,300 HIV-infected people, 
most of who are indigent people of color living in the Oakland area and surrounding 
counties. I am an HIV specialist in internal medicine, and I serve on the Public Pol-
icy Committee of the American Academy of HIV Medicine, a non-profit member or-
ganization of HIV specialists throughout the United States. 

The American Academy of HIV Medicine is a member of a broader coalition of 
committed advocates through the nation known as the HIV Medicare & Medicaid 
Working Group, which is focused on improving the lives of those individuals living 
with HIV disease and receiving care and treatment from either or both of the Medi-
care and Medicaid programs. 
I. Overview: 

By now most Americans are familiar with the dramatic improvements in the 
treatment of HIV infection that have reduced mortality due to the disease by nearly 
80 percent. Once almost always considered a fatal diagnosis, HIV disease can now 
be managed with consistent and reliable access to a combination of medications 
known as highly-active antiretroviral therapy (HAART). 

These medications are critical to the health and well-being of patients infected 
with HIV/AIDS; however, successful viral suppression demands strict adherence to 
a complex drug regimen that requires multiple doses of three or more highly expen-
sive medications daily. In addition, antiretroviral medications are simply not inter-
changeable with one another due to individual physiologic factors and differences in 
toxicity, efficacy, drug interactions, and drug-sensitivity of the patient’s virus. As a 
result, it is critical that people with HIV/AIDS maintain unhindered access to all 
of the FDA-approved medications available to treat the disease and its complica-
tions. Beyond viral suppression, people with HIV disease often must contend with 
opportunistic complications and serious co-occurring conditions such as hepatitis C 
and mental illness, as well as complications such as diabetes, elevated cholesterols, 
and heart conditions resulting from the HAART medications themselves. 

Through the passage of the Medicare Modernization Act of 2003, Medicare now 
offers prescription drug coverage to approximately 100,000 Medicare-eligible bene-
ficiaries with HIV/AIDS, roughly 20% of those in care. Medicare is the second larg-
est source of federal funding for HIV care and treatment after Medicaid. 

While the addition of Medicare drug coverage to those without prior drug coverage 
is clearly beneficial, for the majority of my 450 California Medicare patients, many 
of whom had good drug coverage before Medicare Part D, the program has been 
challenging, often disruptive and more costly. Patients have had trouble accessing 
antiretrovirals and treatment for opportunistic infections. Patients have gone with-
out medications they can’t afford or can’t access through their new plans. Changes 
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in plans have caused disruption in patient’s access to long term medications. Some 
patient’s have had to transfer to new medical providers and pharmacies that spe-
cialize in the complex authorization processes required by various insurers. 

Most antiretrovirals are readily available through most plans. However, some 
plans have placed some antiretrovirals in higher tiers, thereby making them more 
expensive or more difficult to access. Most patients, who are not ‘‘locked into’’ plans, 
have changed plans, those who are locked in have changed during open enrollment; 
therefore, tiering effectively rids many plans of their expensive AIDS patients. 

It is not just the antiretrovirals, however, that patients are having difficulty ac-
cessing. For example, we have had many patients have difficulty receiving the 
antifungal fluconazole to treat cryptococcal meningitis. Fluconazole is the treatment 
of choice for this common opportunistic infection but many plans delay authorizing 
this drug or require monthly reauthorizations. This has led to prolonged hospitaliza-
tions and gaps in treatment. 

Patients with excessive cost sharing burdens for their drugs are sometimes choos-
ing not to take some drugs or to take reduced dosing in order to save money. One 
patient has chosen to return to a cheaper anti-seizure medication (Dilantin) with 
more side effects because it is cheaper than the less toxic alternative (Keppra) we 
had her taking. Many patients with prohibitive cost-sharing for their medical visits 
and medical equipment are coming to clinic less often and refusing to see sub-
specialists in order to minimize their out of pocket expenditures. One patient I saw 
on June 18 has cut her visits to twice per year and is reluctant to see her neuro-
surgeon for follow up on her brain tumor because she feels she can’t afford her high 
share of the cost of care. 

As a tertiary referral center, we have received several patients in transfer who 
had to stop seeing their regular community provider because they were unable to 
dedicate the resources needed to get the frequent authorizations required by Medi-
care Part D plans. For the same reason, many patients have left their more conven-
ient community pharmacy and transferred to less convenient HIV specialty phar-
macies that have the expertise to file the appropriate paper work to get the drugs 
the patient needs. This didn’t happen when these patient’s were receiving the same 
drugs through Medicaid or the AIDS Drug Assistance Program (ADAP). 

But compare my individual experience with a broader picture of the nation’s HIV 
patients. The American Academy of HIV Medicine (AAHIVM) and the HIV Medicine 
Association (HIVMA) recently conducted a joint survey of their HIV medical pro-
vider members to obtain information on how Medicare Part D has affected HIV care 
today. 

HIV medical providers reported challenges obtaining antiretroviral and non- 
antiretroviral medications for their Medicare patients with HIV/AIDS. Many of the 
problems appear to stem from complex and in some cases inappropriate prior au-
thorization processes; high prescription drug co-payments; inadequate formulary 
coverage of both antiretroviral and non-antiretroviral medications—such as choles-
terol medications, pain medications, medications for HIV-related opportunistic infec-
tions and hypertensive medications. Moreover, there have been data system prob-
lems at the Centers for Medicaid and Medicare Services (CMS) and at the Medicare 
prescription drug plans, including incorrect assignment of Low Income Subsidy for 
beneficiaries. These problems occurred despite the protections for antiretrovirals 
and the five other drug classes included in the Centers for Medicare and Medicaid 
(CMS) 2006 and 2007 formulary guidance. 

Of particular concern is the high percentage of HIV medical providers who re-
ported that their patients who are dually eligible for Medicare and Medicaid are 
worse off under Medicare Part D. With Medicaid drug coverage, this population had 
access to an open drug formulary and in many states were not subject to cost-shar-
ing. (If they were subject to cost sharing, Medicaid law ensures that beneficiaries 
are not denied access to drugs or other services due to an inability to meet cost- 
sharing obligations.) Low income people with HIV/AIDS can face significant cost 
sharing obligations under Medicare Part D, forcing them to forgo necessary medica-
tions in lieu of food or rent. The Medicare Modernization Act of 2003 called for CMS 
to conduct a study of how dual eligibles with HIV/AIDS would fare under Medicare 
Part D that to this date has not been released publicly. Better monitoring of the 
dual eligible population is needed along with stronger protections to ensure that 
they maintain reliable access to lifesaving drug therapies. 

What follows are key findings from the joint AAHIVM and HIVMA survey of HIV 
medical providers. 
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Medicare Part D Drug Plans are not meeting the needs of beneficiaries 
with HIV/AIDS. 

• 83% of respondents reported that their patients had experienced problems get-
ting their prescriptions since joining a Medicare drug plan. Of those reporting 
problems for their patients with HIV/AIDS: 

• 80% reported one or more of a patient’s drugs were subject to prior authoriza-
tion. 

• 76% reported one or more of a patient’s drugs were not covered by their plan’s 
formulary. 

• 73% reported that patients could not afford the co-payments/cost-sharing. 
• 44% reported that a patient’s drugs were subject to quantity limits. 

People with HIV/AIDS experience lapses in medications due to Part D 
problems. 

• Of those reporting problems with Part D, 75% reported that patients with HIV/ 
AIDS went without medications due to Part D problems. Of those who reported 
specific medication lapses: 

• Sixty-five percent reported patients with HIV/AIDS going without 
antiretrovirals as well as other medications. 

• Eleven percent reported patients with HIV/AIDS going without only 
antiretrovirals 

• Twenty-four percent respondents reported patients with HIV/AIDS going with-
out only non-antiretroviral medications. 

Problems with Part D coverage led to unscheduled medical visits and other 
adverse health consequences for some patients. 

• Sixty percent of respondents who reported problems indicated that patients 
with HIV/AIDS came in for unscheduled or extra medical visits due to Part D 
problems. 

• Twenty-eight percent of respondents who reported problems indicated that pa-
tients with HIV/AIDS experienced other adverse health consequences due to 
Part D problems. 

• For those who reported problems, the percentage of respondents reporting that 
patients with HIV/AIDS had trouble accessing medications included: 
antiretroviral medications (54%); mental health medications (55%); cholesterol 
medications (55%); pain medications (46%); medications for HIV-related oppor-
tunistic infections (36%); hypertensive medications (35%) and hepatitis medica-
tions (22%). 

II. Protections for HIV Antiretrovirals and other drugs under the Six Pro-
tected Classes 

CMS has included antiretrovirals as one of six protected drug classes for which 
Part D plans are required to cover ‘‘all or substantially all drugs’’ available. The for-
mulary guidance prohibits plans from applying utilization management techniques 
such as prior authorization to HIV antiretrovirals with the exception of one drug, 
enfuvirtide. Prior authorization is allowed with enfuvirtide only when the patient 
is new to the drug. Despite the guidance, not all beneficiaries are guaranteed access 
to these drugs as evidenced by the AAHIVM/HIVMA survey findings and reports 
from HIV medical providers. Just this past week, Dr. Michael Wong in Massachu-
setts reported a patient who was denied stavudine, a common antiretroviral, at the 
pharmacy subject to a prior authorization. The patient has been on this medication 
for years, and Dr. Wong reported that this has never been an issue before. The pa-
tient has end stage renal disease, is on dialysis, and has been on his current ARV 
regimen for at least a year without problems. Cindy Zoellner, PharmD and HIV 
Clinical Pharmacy Specialist in Dallas, Texas reported a similar problem with cov-
erage of darunavir in her clinic. The plan faxed her the prior authorization form, 
which required 13 pages of documentation, including office notes, labs, and genotype 
test results. Both health plans were in clear violation of the guidance. My colleagues 
and I have seen other surprises as well, such as the denial of fixed-dose combination 
drugs such as Truvada (combination of tenofovir and emtricitabine), Combivir 
(zidovudine and lamivudine), and Epzicom (abacavir and lamivudine) to name a few. 
The individual component agents are approved, but these combinations that are de-
signed to improve the ease of administration and minimize pill burden are not con-
sistently included in many Part D plans. 

In spite of needed improvements, the protection for these six classes is essential 
for Medicare beneficiaries but is currently only offered as guidance issued by CMS 
and must be renewed annually. My colleagues and I, the American Academy of HIV 
Medicine, and the whole of the HIV Medicare & Medicaid Work Group, urge Con-
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gress to write into law the protections for the six classes including HIV 
antiretrovirals that are currently offered in guidance. In seeking codification 
of these protections, we are united with a wide range of national organizations 
working to secure access to medications essential in the treatment of serious dis-
eases. These groups include the AIDS Institute, the American Academy of Neu-
rology, the American Psychiatric Association, the Cancer Leadership Council, the 
Epilepsy Foundation, the HIV Medicine Association, Mental Health America, the 
National Alliance of State and Territorial AIDS Directors, the National Alliance on 
Mental Illness, Project Inform, and the TEN Project. In addition, drug plans that 
consistently violate this provision should be viewed as unfit to participate in the 
Medicare Part D program. These classes of drugs all represent treatment for very 
serious conditions and in the case of HIV—life-threatening illnesses. This protection 
is critical to patients. 
III. Coverage for New HIV Antiretrovirals 

Newly approved antiretrovirals (as well as drugs in the other protected classes) 
are subject to an expedited 90-day review process to be added to patient formularies 
but for a patient who has exhausted all currently available medication options, 90 
days is too long to wait. By virtue of qualifying for Medicare, a majority of Medicare 
beneficiaries with HIV/AIDS are in advanced stages of disease progression and, 
therefore, more treatment experienced than persons with HIV/AIDS who do not 
qualify for Medicare. They are more likely to be resistant to available antiretroviral 
therapies, which mean that available drugs are no longer effective at suppressing 
HIV. Antiretroviral agents newly approved by the Food and Drug Administration 
(FDA) may be essential for many Medicare beneficiaries to maintain an effective 
anti-HIV treatment protocol. 

Newly approved medications in the six protected classes, including 
anitiretrovirals, should be added to all drug plans formularies within 30 
days of FDA approval to ensure Medicare beneficiaries have access to new 
HIV therapies that could literally save their lives 
IV. Cost sharing 

People living with HIV/AIDS generally depend on access to 8 to 14 prescriptions 
a month to suppress HIV, manage treatment side effects and manage co-occurring 
conditions. Co-payments and other forms of cost sharing, disproportionately burden 
people who are the sickest, the most in need of drugs and struggling to live on very 
low monthly incomes that range from $600 to $1,200. For the poorest of patients, 
even co-payments as low as $3.10 to $5.35 per prescription can add up to $50 to 
$60 a month that they just do not have, forcing them to make difficult choices be-
tween food, shelter and lifesaving health care and treatment. 

For patients with income just above the eligibility requirement for the low-income 
subsidy, the cost-sharing required for their HIV drugs can impede access to vital 
medications. As an example of the co-payments borne by those who do not qualify 
for the low income subsidy, let me outline drug costs for a typical, and relatively 
simple, HIV regimen under the Humana Standard Plan (which is comparable to the 
other plan options) available in California. The cost sharing before the patient has 
met the deductible and again during the donut hole would be around $819.60 per 
month (353.19 for Combivir and 466.41 for efavirenz); after the patient meets the 
deductible and before he reaches the donut hole the cost would be $204.90 per 
month (88.30 for Combivir and 116.60 for efavirenz). Finally, when the patient’s 
drug costs reach the out of pocket limit of 3,850, the patient’s co-payments drop to 
$40.98 ($17.66 for combivir and 23.32 for efavirenz). These costs are in addition to 
the premiums charged by the plan. Our patients in California and about half of the 
states often can get help through their AIDS Drug Assistance Program (ADAP) with 
these costs, if they qualify for the program. This assistance, however, is not readily 
available in every state, or for every person that might apply. 

Congress should consider capping the beneficiary’s mothnly cost sharing 
burden, particularly for those low-income patients who cannot afford co- 
payments for multiple medications. 
V. Enrollment issues: Proper LIS assignment 

Enrollment into a prescription drug plan has been difficult for many populations 
of individuals, but we also have stories to report from within the HIV population— 
not just enrollment, but dis-enrollment as well. Earlier this spring, one company, 
Sierra Rx, abruptly dis-enrolled hundreds of HIV patients from coverage their en-
hanced plan (a plan offering coverage on brand and generic drugs through the cov-
erage gap or donut hole in exchange for a higher monthly premium. The plan made 
this ‘‘mistake’’ ironically after it was widely reported that the enhanced plan, an at-
tractive option for patients with HIV, who routinely hit the hole in March or April 
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every year, had severe losses during the first three months of operation. The dis- 
enrollments were unjustified and after time-consuming case-by-case investigations 
by CMS which found no cause for the abrupt dismissal, CMS mandated re-enroll-
ment for virtually all of the clients that had been dis-enrolled. In several states the 
ADAPs stepped in and provided medications while CMS was reviewing cases, but 
the process and was extremely time-consuming and frustrating for clients and case 
managers. If ADAPs had not been able to intervene to ensure coverage of essential 
drugs during this period of disruption the patients could have faced drug resistance 
problems, increased disease morbidity, and other severe problems associated with 
loss of access to HIV medications. 

In California where I am from and in some other states as well, many Medicare 
beneficiaries with AIDS are eligible for Medicaid through their state Medicaid 
‘‘medically needy’’ or ‘‘spend down’’ program. These programs allow people to qualify 
for Medicaid coverage because their medical expenses are so high that when de-
ducted from their income they meet the Medicaid income eligibility criteria. Under 
current policy, CMS only automatically enrolls people into the low-income subsidy 
program who have met the Medicaid spend down requirement during specific ‘‘snap-
shot’’ months of the calendar year. This policy results in denying access to many 
who are truly ‘‘medically needy’’ but have lower countable expenses in a CMS ‘‘snap-
shot’’ month. Fairness and efficiency support enactment of a federal policy 
that grants access to the low-income subsidy to any person whom a state 
Medicaid program has certified as a Medicaid-eligible. With such a policy, 
those who are truly unable to meet the cost sharing required under Medicare Part 
D will have access to a low income-subsidy and the life-saving prescription drug cov-
erage they need. 
VI. ADAP and TrOOP 

Many Medicare beneficiaries with HIV/AIDS relied on the Ryan White CARE 
Act’s AIDS Drug Assistance Program (ADAP) for drug coverage prior to Medicare 
Part D. Beginning in January 2006, ADAPs were required to enroll all eligible 
ADAP beneficiaries into Medicare Part D. The U.S. Department of Health and 
Human Services determined that ADAP expenditures could not count toward the 
true out of pocket cost limit known as ‘‘TrOOP’’. Meeting or paying ‘‘TrOOP’’ ex-
penses is the trigger that moves a beneficiary from the coverage gap into a meaning-
ful level of drug coverage, known as catastrophic coverage. Therefore, beneficiaries 
receiving support from ADAPs will never reach a meaningful level of drug coverage 
if the ADAP supplements their coverage during the donut hole. ADAP dollars that 
must be used to supplement Medicare are dollars that cannot be allocated to other 
needy individuals who do not have Medicare coverage. Federal policy should support 
efforts to maximize Medicare coverage to meet the needs of Medicare beneficiaries 
with HIV/AIDS. Our organizations urge Congress to clarify the law to allow 
expenditures made by AIDS Drug Assistance Programs (ADAPs) to count 
toward the True-Out-of-Pocket (TrOOP) limit. 
VII. Conclusion: 

Medicare Part D has been helpful to a few of my patients, yet for many, if not 
most others, it has been confusing, stressful, and disruptive to their care. From the 
HIV medical provider perspective, it has been challenging on the best of days, out-
rageous on the worst. We spend hours on the phone or at our desks on a daily basis, 
filling out prior authorization request for many different plan and for numerous 
medications. We often act as the only advocate for patients who otherwise haven’t 
been heard or cannot navigate the very difficult system. It is not clear how many 
patients fall through the cracks in this system, but we fear that for every one we 
hear about, there is at least one other who we don’t. The hours spent on patient 
advocacy are robbed from our limited time for delivering care, and it is this com-
plicated and time consuming bureaucracy that is inadvertently perpetuating the 
healthcare disparities that plague this very vulnerable population. 

Congress has an opportunity to help, by codifying the six protected classes, in-
creasing surveillance and sanctioning of bad actors, capping monthly cost-sharing, 
guaranteeing at least one enhanced plan that offers coverage of both brand name 
and generic drugs through the doughnut hole, and by allowing ADAP expenditures 
to count towards TrOOP. 

I appreciate the opportunity to share my story and the stories of my colleagues 
and I remain eager to assist this body in the design of possible solutions. 

Thank you. 
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Chairman STARK. Thank you. 
r. Fleming. 

STATEMENT OF WILLIAM FLEMING, PHARMD, VICE PRESIDENT, 
PHARMACY AND CLINICAL INTEGRATION, HUMANA, INC. 

Mr. FLEMING. Mr. Chairman, Representative Camp and Com-
mittee Members, thank you for asking me to testify about Part D 
program protections for beneficiaries. I am William Fleming, a 
pharmacist and vice president of pharmacy for Humana. Humana 
offers three uniform stand-alone PDPs in all 50 States, here in D.C. 
and one in Puerto Rico. We have over 4.6 million Medicare mem-
bers, including over 1.1 million subsidized members. Our members 
have access to an open formulary of all Medicare covered drugs 
through over 60,000 pharmacies and our own mail order. In 2007, 
we expect to pay for nearly 200 million prescriptions or nearly $11 
billion of drug costs. Let me highlight a few beneficiary protections. 

First, we provide local pharmacy access. In 2006, we added 5,400 
independent pharmacies to our network, bringing the number of 
independents to one-third of the total. We pay for pharmacist con-
sultations and have electronic funds transfers to ensure prompt 
payment. 

Second, we help members better understand and use their plan. 
We design tools to educate beneficiaries on how to pick the plan 
that is right for them, compare drug costs, learn about their drugs, 
consult with their physicians on alternatives that can save money 
and help them improve their health. We send members messages 
about when they receive their ID cards, when they are nearing the 
coverage gap and whether there are clinically effective cost-saving 
generic alternatives to the brand drugs prescribed. We made over 
750,000 calls to notify members about generic alternatives. We 
work with physicians, pharmacies, care givers, consumer groups 
and government agencies to maximize resources to improve health 
outcomes. 

Regarding SmartSummaryRx, which is in your packet, to help 
members maximize their coverage and have confidence to talk with 
their doctors, we designed SmartSummaryRx. Members who re-
ceive this monthly statement, it tracks their drug usage and costs, 
the doctors who prescribe the drugs, members who are compliant 
on their medications, whether savings are available and provides 
personalized wellness information. This helps them become more 
informed consumers. We also provide a record of the drugs they 
use. Smart Summary acts as a portable personal health record and 
assists doctors in coordinating medications for our members. 

Regarding formulary, all Medicare covered drugs are on our for-
mulary. We negotiate directly with drug manufacturers and retail-
ers. We have four drug coverage tiers. We require prior authoriza-
tion, safety and quantity limits and step therapy in a small number 
of drugs to guide to equally effective less-costly therapies. We en-
courage the use of generics, mail order and 90-day at retail pur-
chasing. 

Regarding exceptions and appeals, during 2006, we processed ap-
peals for less than 1 percent of claims, mostly for directly mar-
keted, brand name drugs or to determine coverage under part B or 
Part D. 
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Regarding outcomes, we are working to improve quality outcomes 
through the medication therapy management programs working 
with 32 quality improvement organizations and supporting efforts 
to promote research. Medication therapy is required for all bene-
ficiaries with high drug cost and multiple chronic conditions that 
use multi-chronic medications. One million Humana members qual-
ify for this program and receive general mailings, telephone and 
face-to-face counseling with a pharmacist on potential adverse reac-
tions, drug interaction issues or compliance with a doctor’s orders. 
We intend to make it available to other members in the future. 

Regarding areas for consideration, there are some areas where 
the program should be improved. Number one, Medicare part B 
versus Part D drug coverage: Certain categories of drugs may be 
covered under part B or Part D, depending on the setting and/or 
the clinical situation. MEDPAC just made three recommendations. 
We agree with all of them. 

Number two, coverage of Part D excluded drugs: Two types of 
drugs, the benzodiazepines and the barbiturates are covered by 
Medicaid. Part D low-income beneficiaries have access to these 
drugs. We believe that all beneficiaries should have access to keep 
costs down and provide other treatment options for diseases like 
epilepsy. 

Number three, Social Security Administration deductions: Thou-
sands of beneficiaries will still have issues with incorrect Social Se-
curity premium deductions. This issue must be resolved between 
CMS and Social Security. We provide hardship waivers to low-in-
come members who continue to experience problems. 

In conclusion, most beneficiaries now have some form of prescrip-
tion drug coverage, the majority of whom are satisfied in saving 
money. But improvements can be made. At Humana, we support 
strong beneficiary protections to educate, improve health options 
and resolve beneficiary concerns. I look forward to responding to 
your questions. 

I would like at this time to briefly respond to a question Con-
gressman Kind raised regarding a Humana beneficiary. We deeply 
regret that this situation occurred. Our procedures do not turn 
cases like this over to collection agencies, not for 100-year olds or 
for 65-year olds. That was wrong. I know that your office called us 
and that the issue was resolved. We have talked to the member. 
We are not perfect and constantly work to improve our training to 
prevent these types of cases from occurring again. Thank you. 

[The prepared statement of Mr. Fleming:] 
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Statement of William Fleming, PharmD, Vice President, Pharmacy and 
Clinical Integration, Humana, Louisville, Kentucky 
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Chairman STARK. Thank you. 
Mr. Precht. 

STATEMENT OF PAUL PRECHT, POLICY DIRECTOR, MEDICARE 
RIGHTS CENTER 

Mr. PRECHT. I am Paul Precht, deputy policy director for the 
Medicare Rights Center. Thank you for this opportunity to testify 
on the protections for people with Medicare under the Part D pre-
scription drug benefit. 

The written testimony we have submitted describes where these 
protections fall short and makes specific recommendations for ac-
tions that Congress can take to strengthen them. All these rec-
ommendations are drawn from the experiences of the caseworkers 
at the Medicare Rights Center. Our case workers have been help-
ing people with part D problems over the last year and a half, 
whether it is appealing a plan’s coverage denial so they can receive 
the drugs they need or securing enrollment in a plan that best 
meets their needs. These cases are by their very nature what social 
scientists call anecdotal, although the people we help, people who 
are very sick and desperate to receive the medical care they need, 
certainly would not describe their ordeals as anecdotes. 

In preparation for this testimony, however, I wanted to ensure 
that the enrollment problems our clients are experiencing are not 
just isolated incidents. So, I reviewed a report by the Oklahoma In-
surance Department that systematically examines the market con-
duct of a company that is one of the largest purveyors of both Part 
D and Medicare advantage plans. What I read exactly mirrors the 
experience of the people we help. 

The most common story is this. Someone seeking to enroll in a 
stand-alone drug plan is signed up by a sales agent for an HMO 
or other Medicare advantage product. When they discover the 
change to their coverage, usually when they receive a medical bill, 
they call 1–800–MEDICARE to disenroll. Medicare tells them to 
call the plan, but the plan tells them that they can’t disenroll, that 
they are locked in for the year. This is exactly what the Oklahoma 
Insurance Commissioner found. When the company was presented 
with evidence of these bate-and-switch-tactics, instead of taking ac-
tion to disenroll the victim and put them back in original Medicare, 
it dismissed the complaint as frivolous as an attempt to avoid lock- 
in. 

Companies should not have the say-so over whether someone can 
obtain a special enrollment period, which all victims of marketing 
abuse are entitled to under CMS guidance. But people with Medi-
care have no due process protections, no rights to appeal for an 
independent review of Part D and Part C enrollment decisions that 
are made either by plans or by CMS. Even when the victims of 
fraudulent marketing get help from the Medicare Rights Center or 
another trained counselor to obtain a retroactive reinstatement in 
original Medicare, a process necessary to get medical bills properly 
covered, it can take months for CMS to process. 

We are encouraged that the agency is working to expedite this 
process. We remain convinced that fair and efficient resolution of 
enrollment problems must be available to all people with Medicare, 
not those lucky enough to have a counselor with contacts at CMS 
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regional offices who is advocating on their behalf. The surest way 
for Congress to accomplish that is to lift the lock-in that prevents 
people from changing their Part D or Medicare advantage plan dur-
ing the course of the year. We receive numerous calls from Part D 
enrollees who are dismayed to discover in January, after they were 
locked in for the year, that the premiums, drug coverage or copay-
ment of the plan they chose the previous year had changed. 

The annual notices have changed. Even if they are received in 
time, they are so complex as to be indecipherable. We have rec-
ommended that CMS require plans to personalize these annual no-
tices of change. Plans have the capability, and all you have to do 
is to look at Humana’s documents that they send out every month 
to know that they can in fact get personalized information. The re-
ality is that most people learn about premium increases when they 
get their bill and about coverage changes when their prescription 
is rejected at the pharmacy counter. Lifting lock-in or at least ex-
tending open enrollment for the first 3 months of the calendar year 
when changes to Part C coverage are still allowed would allow peo-
ple with Medicare to choose their drug plan once they know what 
the real deal is. 

People with Medicare and Medicaid and other recipients of the 
low-income subsidy do have the right to change plans during the 
course of the year, but these individuals are more likely to have 
cognitive or mental impairments, low health literacy levels and to 
live alone, isolated from anyone who can help with plan selection. 
As a result, most do not exercise their option to change plans and 
remain in the one they were assigned by CMS, an assignment that 
was made at random without regard to matching drug regiments 
and formulary coverage. Next year, experts project between one 
and two million of these low-income people with Medicare will be 
randomly reshuffled among the Part D plans that qualify for a full 
premium subsidy. After changing their drug regiments to comply 
with their current plan’s formulary restrictions, these individuals 
will again have to change the drugs they take to accommodate the 
new plan’s formulary. We can avoid such disruptions to the medical 
care of this vulnerable population. 

A number of States have matched the drug regiments of the 
members of their pharmaceutical assistance programs when select-
ing the Part D plans for these residents. Researchers with the 
Medicare payment advisory commission have concluded that this is 
a viable option for the annual reassignment of dual eligibles and 
other low-income Part D enrollees. It requires a statutory change, 
however, since random plan assignment is written into the law. 

Thank you, again, for this opportunity to testify. We believe the 
experience over the first year and a half of the Medicare drug ben-
efit point to some concrete practical ways to improve the consumer 
protections under Part D, and we stand ready to work with Com-
mittee Members of both parties on enacting such improvements. 

[The prepared statement of Mr. Precht:] 

Statement of Paul Precht, Policy Director, Medicare Rights Center 

Thank you Chairman Stark, Ranking Member Camp, distinguished members of 
the House Ways and Means Health Subcommittee, for holding this hearing on the 
consumer protections for people with Medicare under the Part D prescription drug 
benefit. 
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Unlike the hospital and outpatient medical benefits available under Medicare 
Parts A and B, prescription drug coverage is available only through private compa-
nies. There is no option to receive prescription drug coverage directly through Medi-
care. Instead of providing this option and using the purchasing power of 43 million 
people with Medicare to lower prescription drug prices, Congress established a sys-
tem of private Part D plans which are at risk for the drug spending of their enroll-
ees, a powerful incentive to hold down usage. 

When enacting Part D in 2003, Congress recognized the financial incentives Part 
D plans have to restrict access to expensive medications and to discourage enroll-
ment by people with Medicare who have high prescription drug costs. Congress 
therefore established a number of consumer protections under Part D that provide 
the right of appeal when Part D plan denies coverage for a prescription drug, that 
prohibit plans from designing formularies that discriminate against people who need 
high-cost drugs, and that ensure all people with Medicare, especially low-income 
older adults and people with disabilities, have access to coverage under a Part D 
plan. These and other statutory protections are vital to ensure Part D guarantees 
access to the prescription drugs people with Medicare need to stay alive and 
healthy. The experience over the first 18 months of the Part D benefit, however, 
shows that these consumer protections fall short. Legislation is needed to ensure 
both the Part D plans and the Centers for Medicare & Medicaid Services (CMS) ful-
fill Congress’ intent to provide meaningful consumer protections that guarantee ac-
cess to quality, affordable drug coverage for people with Medicare. 

Founded in 1989, the Medicare Rights Center is the largest independent source 
of information and assistance for people with Medicare. Since January 1, 2006, our 
case workers and volunteers have worked overtime helping people with Medicare 
deal with problems with the Part D prescription drug benefit. The problems fall into 
three broad categories: 

• Problems securing and maintaining enrollment in the Part D plan that best 
suits their needs; 

• Problems accessing affordable medicines under the low income subsidy, or Extra 
Help, program; 

• Problems obtaining coverage for the medicines they need once they are enrolled 
in a Part D plan. 

Enrollment 
One of the most persistent and frustrating problems is the continuing inability 

of the computer systems used by CMS, the Social Security Administration (SSA) 
and the Part D plans to consistently and accurately transmit information on enroll-
ment, premium and low-income status to each other. This information sharing is 
critical to ensure the correct premium for the right Part D plan is deducted from 
an individual’s Social Security check and enrollment in the low income subsidy is 
reflected in the premium and cost sharing charged by the Part D plan. 

Recently, we have been working to prevent people with Medicare from being 
dropped by their Part D plan for nonpayment of premiums. These individuals are 
having Part D premium deducted from their Social Security checks, but because of 
these systems problems, premiums are not finding their way to the Part D plans. 
We have been told repeatedly by CMS that these systems problems will be resolved 
‘‘soon’’ but the resolution date has repeatedly slipped. Many of our clients are on 
low, fixed incomes. They cannot afford to have a premium deducted each month 
from their Social Security check, sometimes for a more expensive Part D plan that 
they quit last December, and also write a monthly check to their new Part D plan. 

They should not have to. In fact, CMS told plans in March that they cannot 
disenroll individuals for nonpayment of premiums if the fault lies in these systems 
problems that fail to transmit funds deducted from Social Security checks to the cor-
rect plan. Despite this guidance from CMS, plans are still threatening to disenroll 
these individuals. This is one of the many areas where stronger oversight and en-
forcement by CMS of plan behavior is necessary. 

Here is the story one person submitted to the Medicare Rights Center: 
I am writing on behalf of my 91-year-old mother, a California resident. Funds are 

being withdrawn in error out of her monthly social security check since January 
2007. After 5 months of repeated phone calls, we still can’t get anyone to accept re-
sponsibility and it still remains unresolved. Below is a brief summary of the steps 
we have taken. 

In December, 2006, Medicare was notified that Mom dropped Humana Part D 
Drug Coverage and switched to SierraRx due to Humana raising their rates from 
$50.90 to $80.90. 
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Since January 2007, $80.90 has been erroneously deducted each month from 
Mom’s Social Security check through May 2007. In addition, Mom is paying her own 
SierraRx monthly fees by check. 

I spoke to Social Security Security and they said there is nothing they can do. 
We were told by Humana in April that Social Security had updated its files, but 
$80.90 was again withdrawn for May’s check. This has caused much emotional and 
financial stress. 

Our caseworkers also handle a number of enrollment cases that are the fallout 
of aggressive and deceptive marketing, generally of Medicare Advantage plans that 
include the prescription drug benefit. The victims of such marketing abuses often 
need to retroactively disenroll from their MA plan in order to get Original Medicare 
to pay for medical care that the plan refuses to cover. They also have to return to 
the Part D plan they had previously through a Special Enrollment Period that is 
allowed for victims of marketing abuse. Even our experienced caseworkers can expe-
rience difficulty getting CMS regional offices to process these enrollment trans-
actions. Although some CMS staff members are responsive, in other instances, MRC 
caseworkers must hound the regional office to process the enrollment and 
disenrollment while our clients wait months to get their Part D and Medicare cov-
erage rectified. 

The situation is even worse for the vast majority of people with Medicare that do 
not receive assistance from an MRC caseworker, a counselor with a State Health 
Information and Assistance Program or from the constituent services staff of their 
congressional representative. Our clients report being told by operators at 1–800– 
Medicare to ‘‘call your plan’’ when they seek to disenroll after being duped into a 
Medicare Advantage plan. When they call the plan, however, they are told that they 
cannot disenroll, that they are locked in, even though individuals who are the vic-
tims of marketing abuse are entitled to a special enrollment period. 

There is a common thread underlying all these enrollment problems. There are 
no due process protections for enrollment decisions under Part D or under the Medi-
care Advantage program. An individual dropped from their Part D plan for non-
payment of premiums who can show the premiums were deducted from her Social 
Security check has no guarantee of an independent review that could reinstate cov-
erage. Someone seeking reinstatement in a Part D plan and disenrollment from a 
Medicare Advantage plan has no recourse if CMS officials do not believe she was 
victimized by fraudulent or deceptive marketing. Congress should enact due process 
protections that govern enrollment decisions made by CMS and Part D plans. It’s 
common sense, basic fairness and a requirement of constitutional law. 

We also recommend that Congress lift lock-in for the Part D and the Medicare 
Advantage programs, a broader solution that would help resolve these and other 
Part D consumer problems. Last winter, a number of clients reported that they had 
not received notice from their Part D plans about premium increases, formulary 
changes or curtailments to the coverage in the doughnut hole. These complaints fo-
cused on a far wider array of plans than the single company CMS identified publicly 
as failing to send out its annual notice of change in time. By the time consumers 
discovered the changes to their coverage, it was too late. They were barred by the 
statutory lock-in provision from changing their Part D plan. 

Because of the way enrollment periods are structured, however, these clients did 
have the ability to change their Part D coverage, but only if they traded a stand- 
alone drug plan for a drug plan that came with a Medicare Advantage plan, a so- 
called MA–PD. Congress should align the enrollment periods, extending the ability 
to change Part D plans into the first three months of the calendar year. This will 
provide people an opportunity to change plans once they have become aware, at the 
pharmacy counter and through the bills they receive, of how coverage in their Part 
D plan has changed. There is no reason why someone can change Part D coverage 
only when one of the parties to the transaction is a Medicare Advantage plan, but 
not when the change is between stand-alone Part D plans. This extended enrollment 
period will also provide make it easier for the data exchange systems to accommo-
date enrollment decisions made just days before the December 31 deadline. 

Any steps Congress takes to add flexibility to the Part D enrollment process will 
help people with Medicare who find it difficult to select among multiple plans, each 
with different formularies, cost sharing, premiums and drug prices. Both drug prices 
and formularies can change at any time during the year, as of course can the med-
ical condition and the need for specific medicines, of a Part D enrollee. Lock-in re-
moves the ability of most consumers to respond to those changes after January 1. 

Many people with Medicare, especially, but not exclusively, individuals with cog-
nitive impairment or low levels of literacy, are unable to conduct the formulary re-
view and on-line price comparison necessary to make an informed selection of a Part 
D plan. Congress recognized this reality when it provided for automatic Part D en-
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rollment for individuals transitioning from Medicaid to Part D drug coverage. CMS 
extended that process by ‘‘facilitating’’ enrollment of all individuals receiving the low 
income subsidy who have not made an independent plan selection. 

Assignment of plans under automatic enrollment, however, is completely random, 
with no regard given to whether the assigned Part D plan covers the drugs of its 
new enrollee. Many of the coverage problems that people experienced at the start 
of Part D in 2006 are attributable to this random assignment. Matching drug regi-
mens with plan formularies is a more sensible approach, but random assignment 
of dual eligibles is written into the Medicare statute. A number of states use for-
mulary criteria in assigning plans for members of their state pharmaceutical assist-
ance commissions and through these efforts were able to match individuals with 
plans that covered their drugs, the same process that informed consumers use in 
their plan selection. 

Random reassignment of people with Medicare receiving the low income subsidy 
is slated to occur on an annual basis, as plans that received auto enrollments in 
one year find their Part D premium is above the regional low income benchmark, 
which is based on average Part D premiums charged by Part D and MA plans in 
the area. CMS minimized the number of low income people subject to random reas-
signment by using its demonstration authority to change how the low income bench-
mark was calculated in 2007. As CMS phases-in the benchmark setting formula set 
by statute, millions of low income subsidy recipients are likely to be randomly reas-
signed to new plans, with different formularies, on an annual basis. Congress should 
amend the law to require CMS to match drug regimens and formularies in effecting 
these reassignments. 
Low Income Subsidy 

Changing Part D plans, either on a voluntary basis or by random reassignment, 
often interrupts access to affordable medicines for low income individuals because 
systems problems prevent the record of enrollment in the low income subsidy from 
traveling with the individual when they change plans. This means that the indi-
vidual may face a $265 deductible or a high copayment instead of the copayments 
of 5 or less that are set by statute. For individuals living on low, fixed incomes this 
can put vital medicines for treating hypertension or controlling seizures out of 
reach. 

Although this problem is rooted in the systems problems it is compounded by a 
persistent failure of Part D plans to comply with CMS guidance requiring plans to 
accept ‘‘best available evidence’’ of enrollment in the low income subsidy. What this 
policy should mean is that an individual can present her Medicaid card or LIS 
award letter from SSA at the pharmacy, the pharmacist will inform the Part D plan 
customer service center of the customer’s LIS status, and the plan customer rep-
resentative will fix it so the electronic billing transaction between plan and phar-
macy charges the appropriate copayment for an LIS recipient. However, our clients 
often experience a flat out refusal by plan customer service representatives to 
charge the appropriate copayment, even when a pharmacist or MRC case worker ex-
plains the requirements laid out in CMS guidance. Improved oversight and enforce-
ment by CMS are needed in this area as well. 
Part D Appeals 

Part D plans are given wide latitude to decide what drugs they will cover and 
what restrictions they will place on the drugs they do cover. To protect access to 
medically necessary drugs, Congress established an appeals process. Since the start 
of the Part D benefit, the Medicare Rights Center has helped hundreds of individ-
uals navigate the appeals system and obtain coverage for the medicines they need. 
In our experience, the Part D appeals system is cumbersome, unfair and vulnerable 
to obstructionist tactics by Part D plans. 

The appeals process usually breaks down before it starts, when the consumer ob-
tains a rejection at the pharmacy counter. Many consumers are never notified of 
their appeal rights because CMS has failed to articulate and enforce regulations 
that would ensure people with Medicare are notified of their rights. We recommend 
that Congress direct CMS to require that Part D plans and their pharmacies pro-
vide a written explanation at the pharmacy of why coverage of why their prescrip-
tion has been denied, an explanation of their appeals rights and the necessary con-
tact information to begin the appeals process. Without such notice, the Part D ap-
peals process will remain little more than a fiction. 

After having a prescription rejected at the pharmacy counter, a consumer must 
then call the Part D plan to obtain an exception, also known as a coverage deter-
mination. At that point, the consumer must convince her doctor to write to the plan 
to explain why the prescribed drug is medically necessary. Not only are doctors not 
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paid for this task, they often must deal with plans that refuse to explain the criteria 
used for obtaining coverage. In fact, only last week did CMS clarify that Part D 
plans must provide this information to doctors. 

If the plan affirms its initial denial of coverage, consumers must ask the plan a 
second time for coverage ‘‘redetermination,’’ often after they have already engaged 
in a back-and-forth between their doctor and the plan for more information. CMS 
statistics show that plans deny 95 percent of redeterminations but that a majority 
of these redeterminations are overturned through independent review. We rec-
ommend that Congress simplify the appeals process by requiring the initial rejection 
at the pharmacy to count as the first coverage determination. Consumers would ask 
their plans one time for a coverage ‘‘redetermination,’’ before proceeding to an inde-
pendent review. Congress can also help secure the participation of doctors in the ap-
peals process by allowing them to represent their patients at the redetermination 
and independent review stages without securing an appointment to represent their 
clients. 

The Medicare Rights Center wins most of the cases once we obtain an inde-
pendent review of the plans’ coverage denial, with the exception of appeals for cov-
erage of drugs prescribed for off-label indications, indications other than those ap-
proved by the Food and Drug Administration. CMS’ interpretation of the statute de-
fines a medically accepted indication only as one that is specified on the label or 
an off-label use that is referenced in one of three medical compendia. If the prescrip-
tion is off-label but not included in the specific compendia, Medicare Part D will not 
provide coverage, even if the usage has been shown effective in peer-reviewed clin-
ical literature, the standard that applies for Part B drugs. We urge Congress to clar-
ify the Part D statute so that the definition of medically accepted indication is con-
sistent with Part B and our clients can obtain coverage for drugs that have proven 
effective in treating their condition. The story of one of our current clients shows 
why Congressional action is necessary. 

Mr. H, a U.S. Air Force veteran, was severely injured in a tornado in 1997. As 
a result, he had to undergo removal of his left eye, removal of portions of the left 
frontal lobe of his brain, and extensive cranial facial reconstruction. 

Mr. H has worked to manage his pain with his prescribing physician, a board- 
certified pain management specialist. For six years, under the supervision of his 
physician, Mr. H successfully used Actiq, a medicine approved by the FDA for treat-
ment of breakthrough pain for cancer patients, to manage his migraines and reduce 
his risk of seizing. Before the enactment of Medicare Part D, Mr. H received cov-
erage for Actiq under his state’s Medicaid program, TennCare. Initially, his Part D 
plan covered Actiq, but in October 2006 Mr. H was suddenly told by his pharmacist 
that the drug would no longer be covered. Because Actiq was being prescribed for 
an off-label indication, it was not considered a medically accepted indication under 
Part D. 

Mr. H’s doctor prescribed Fentora, also approved for treating cancer-related pain, 
as a replacement. Recently published peer-reviewed literature has demonstrated 
that Fentora is a safe and effective method of treating neuropathic pain and the 
drug has proven successful at easing Mr. H’s pain. Initially, Mr. H’s Part D plan 
covered Mr. H’s Fentora prescription, but in January 2007, the plan ended this cov-
erage without prior notification to Mr. H or a transition fill. 

Since Humana stopped covering his Fentora prescription, Mr. H has been forced 
to go without treatment because he cannot afford to pay out-of-pocket. When Mr. 
H had access to his Fentora prescription, he experienced only one seizure per 
month; without this prescription, he now experiences approximately four seizures 
every week. As a result, Mr. H must now make frequent trips to the emergency 
room. This pain hampers every aspect of his life, including his ability to interact 
with his family and complete daily tasks. 

Because Medicare Part D regulations do not allow for consideration of peer-re-
viewed medical literature, Mr. H’s appeals to for coverage to both his plan and the 
independent review entity were unsuccessful. On Mr. H’s behalf, MRC has sub-
mitted a request for review of this decision by an Administrative Law Judge, and 
we are currently waiting for a hearing to be scheduled. 

We believe the experience of people with Medicare over the first year-and-a-half 
of the Part D benefit should guide Congress’ efforts to improve consumer protec-
tions. We recommend that Congress take action to streamline the Part D appeals 
process and ensure access to medically necessary drugs, including for off-label uses 
that have proven to be clinically effective. Enrollment protections for people with 
Medicare, including the removal of lock-in for Part D and the Medicare Advantage 
program, should also be enacted. Finally, Congress should direct CMS to exercise 
its oversight and enforcement responsibilities so that the protections afforded people 
with Medicare on paper are in fact provided by the Part D plans. The Medicare 
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Rights Center stands ready to work with members of both parties on making strong-
er Part D consumer protections a reality. 

f 

Chairman STARK. Thank you, Mr. Precht. 
Mr. Maher. 

STATEMENT OF TOM MAHER, REGIONAL DIRECTOR, 
HEALTHCARE LEADERSHIP COUNCIL AND MEDICARE TODAY 

Mr. MAHER. Chairman Stark, Ranking Member Camp and 
Members of the Subcommittee, thank you for the invitation to join 
you today to discuss the Medicare Part D prescription drug benefit 
and, specifically, the lessons we have learned about outreach to 
beneficiaries about Part D enrollment. My name is Tom Maher, 
and I am representing the Medicare Today partnership, an alliance 
of 400 organizations representing seniors, patients, healthcare pro-
viders, employers, care givers and many others. The members of 
Medicare Today work with Medicare beneficiaries in all 50 States 
providing information and enrollment assistance to literally mil-
lions of individuals. As a regional director for the initiative, I per-
sonally have been involved in numerous education and enrollment 
events in several States in the midwest and the northeast. 

To give you an example of the work that we have done in one 
of my States, New Hampshire, we conducted hundreds of outreach 
and counseling events in an effort to reach the roughly 188,000 
Medicare beneficiaries in the State. By January of 2007, 135,500 
had prescription drug coverage ?in the State of New Hampshire.? 

This hearing is intended to help policy makers learn more about 
outreach strategies that were most effective in helping beneficiaries 
to make informed Part D enrollment decisions. I hope I can shed 
some light on that issue. 

Before Medicare Today counseled any seniors, we engaged in 
polling and control reaction simulations conducted by the Atlanta 
based Shapiro Public Opinion Research firm. The results were illu-
minating. We learned that, while mass communication tools like 
television advertising and direct mail had their uses, there is no 
substitute for direct one-on-one communication between bene-
ficiaries and someone who understands and can answer questions 
about the Part D program. Town hall meetings, forums are effec-
tive; individual counseling is very effective. 

The information gleaned from this study was borne out in the 
field. Even though individuals have received information in the 
mail from Medicare about Part D, this was still a brandnew pro-
gram, and seniors were skeptical as consumers. This skepticism is 
heightened by media stories saying the program wouldn’t work, it 
was too complicated and wouldn’t save seniors any money. A lot of 
those stories were out there before seniors even signed up for Medi-
care Part D. 

To cut through the skepticism, we worked with community insti-
tutions, local hospitals, churches, senior centers and pharmacies, 
places where local residents feel comfortable attending an edu-
cational forum. At these events, we offered the opportunity for one- 
on-one counseling to address concerns, answer questions and to 
give people information they sought and needed. It is important to 
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note that none of our Medicare Today volunteers, nor to the best 
of my knowledge, any other individuals or organizations that we 
partnered with were there to persuade seniors to enroll in plans. 
We were there simply to provide information on how to enroll, how 
the program would work or works and the coverage and potential 
savings they might see if they signed up. For the vast majority of 
beneficiaries, that is all they needed. We met personally with thou-
sands of people who needed to see in black and white that their 
particular drugs would be covered and that they would be able to 
reduce their out-of-pocket pharmaceutical costs. Even in the case of 
people taking a few medications, they were able to see they could 
get protection for the future with low monthly premiums. Through-
out this process, we worked very closely with CMS and the Social 
Security Administration. 

Mr. Chairman, during those early stages of the Part D program, 
there were bumps in the road when it came to the implementation. 
For a new program of this magnitude, it would have been incred-
ibly surprising if everything had run perfectly. What needs to be 
said about the Federal officials involved in this program is their re-
sponsiveness has been exemplary, especially the folks I worked 
with in the Boston CMS office. Whenever we pointed out problems 
with the enrollment process or with the plan finder tool, CMS lis-
tened to us and took us seriously and acted upon our comments 
and suggestions. 

Our work is continuing in New Hampshire. We assist newly eli-
gible beneficiaries as well as those who have not been enrolled and 
may still have questions about the program. I believe we still need 
intensive outreach to low-income seniors who qualify for additional 
financial assistance. Nationally, 90 percent of Medicare bene-
ficiaries now have prescription drug coverage, and I believe we are 
on the right track. But we should continue to educate and assist 
low-income seniors. We have learned a great deal over the past 
couple of years. We have learned that community partnerships can 
be effective in conducting public program outreach. We have 
learned that mass communication regarding these programs needs 
to be complimented with individual one-on-one counseling. 

The Medicare Today partnership commissioned the American 
Viewpoint Public Opinion Research firm to do a survey of a thou-
sand seniors regarding the Part D enrollment process. Asked 
whether enrollment was easy or difficult, 72 percent said very or 
relatively easy, and 89 percent of those who self-enrolled said they 
experienced no problems with the process. We are proud of that 
success rate. 

Mr. Chairman, thank you again for the opportunity, and I am 
happy to answer any questions you may have. 

[The prepared statement of Mr. Maher:] 

Statement of Tom Maher, Regional Director, Medicare Today, Concord, 
New Hampshire 

Chairman Stark, Ranking Member Camp and the members of the subcommittee. 
Thank you for the invitation to join you today to discuss the Medicare Part D pre-
scription drug benefit and, specifically, the lessons we’ve learned about outreach to 
beneficiaries about Part D enrollment. 

My name is Tom Maher, and I am representing the Medicare Today partnership, 
an alliance of over 400 organizations representing seniors, patients, health care pro-
viders, employers, caregivers and many others. The members of Medicare Today 
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worked with Medicare beneficiaries in all 50 states, providing information and en-
rollment assistance to literally millions of individuals. As a regional director for the 
initiative, I have personally been involved in numerous education and enrollment 
events in several states in the Midwest and northeast. 

To give you an example of the work we’ve done, in one of my states, New Hamp-
shire, we conducted 100s of outreach and counseling events in an effort to reach the 
roughly 188,000 Medicare beneficiaries in the state. By January of 2007, 135,500 
had prescription drug coverage. 

This hearing is intended to help policymakers learn more about the outreach 
strategies that were most effective in helping beneficiaries make an informed Part 
D enrollment decision. I hope I can shed some light on that issue. 

Before Medicare Today counseled seniors, we engaged in polling and controlled re-
action simulations conducted by the Atlanta-based Shapiro Group public opinion re-
search firm. The results were illuminating. We learned that, while mass commu-
nications tools like television advertising and direct mail have their uses, there is 
no substitute for direct one-on-one communication between beneficiaries and some-
one who understands and can answer questions about the Part D program. Town 
meetings and forums are effective. Individual counseling is effective. 

The information gleaned from this study was borne out in the field. Even though 
individuals had received information in the mail about Medicare Part D, this was 
still a brand new program and seniors tend to be skeptical consumers. This skep-
ticism was heightened by media stories saying the program wouldn’t work, it was 
too complicated, and it wouldn’t save seniors any money. 

To cut through the skepticism, we worked with community institutions—local hos-
pitals, churches, senior centers, pharmacies—places where local residents feel com-
fortable attending an educational forum. At these events, we offered the opportunity 
for one-on-one counseling—to address concerns, to answer questions, to give people 
the information they sought and needed. 

It’s important to note that none of our Medicare Today volunteers nor, to the best 
of my knowledge, other individuals and organizations involved in outreach tried to 
persuade beneficiaries to enroll in a Part D plan. Our approach was simply to pro-
vide objective information on how to enroll, how the program works, and the cov-
erage and potential savings involved. 

For the vast majority of beneficiaries, that was all they needed. We met person-
ally with thousands of people who needed to see, in black and white, that their par-
ticular drugs would be covered and that they would be able to reduce their out-of- 
pocket pharmaceutical costs. Even in the case of people taking a few medications, 
they were able to see that they could get protection for the future for low monthly 
premiums. 

Throughout this process, we worked very closely with the Centers for Medicare 
and Medicaid Services and the Social Security Administration. Mr. Chairman, dur-
ing the early stages of the Part D program, there were bumps in the road when 
it came to implementation. For a new program of this magnitude, it would have 
been incredibly surprising if everything had run perfectly. What needs to be said 
about the federal officials involved with this program is that their responsiveness 
has been exemplary. Whenever we pointed out problems with the enrollment proc-
ess or with the PlanFinder tool, CMS listened to us, took us seriously, and acted 
upon our comments and suggestions. 

This work is continuing, as we assist newly-eligible beneficiaries as well as those 
who have not enrolled and may still have questions about the program. I believe 
we still need intensive outreach to low-income seniors, who quality for additional 
financial assistance. Nationally, more than 90 percent of Medicare beneficiaries now 
have prescription drug coverage, I believe we’re on the right track, but we should 
continue to educate and assist low income seniors. 

We’ve learned a great deal over the past couple of years. We’ve learned that com-
munity partnerships can be effective in conducting public program outreach. We’ve 
learned that mass communication regarding these programs needs to be com-
plimented with individual, one-on-one counseling. The Medicare Today partnership 
commissioned the American Viewpoint public opinion research firm to do a survey 
of 1,000 seniors regarding the Part D enrollment process. Asked whether enrolling 
was easy or difficult, 72 percent said ‘‘very or relatively’’ easy, and 89 percent of 
those who self-enrolled said they experienced no problems with the process. We’re 
proud of that success rate. 

Mr. Chairman, thank you again for this opportunity and I will be happy to an-
swer your questions. 

f 
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Chairman STARK. Thank you. 
Ms. Gottlich. 

STATEMENT OF VICKI GOTTLICH, ESQ., SENIOR POLICY 
ATTORNEY, CENTER FOR MEDICARE ADVOCACY, INC. 

Ms. GOTTLICH. Chairman Stark, Congressman Camp, Members 
of the Committee, thank you for the opportunity to testify today 
about beneficiary protections and Medicare Part D. 

I am Vicky Gottlich of the Center for Medicare Advocacy. The 
center is a national nonprofit organization headquartered in Con-
necticut. We represent beneficiaries in the State of Connecticut. We 
also advocate and assist and educate beneficiaries and their advo-
cates across the country. My written testimony discusses the com-
plexity of Part D benefits and includes recommendations for simpli-
fying the appeal system as a way to improve beneficiary protec-
tions. My oral comments will provide examples of the issues I de-
scribe in my written testimony. Some of these examples came to 
the center’s attention just this week. 

CMS educational efforts and the ‘‘Medicare and You’’ handbook 
and planned materials don’t do an adequate job of explaining the 
technicalities of Part D or of alerting beneficiaries to benefit 
changes. For example, a beneficiary from Florida e-mailed us this 
week to complain that she had reached the coverage gap but that 
her Humana complete plan no longer covered brand name drugs in 
the gap. She is paying a higher premium for gap coverage that does 
not benefit her and she cannot change to a lower-cost plan. This 
very articulate beneficiary did not understand that private insur-
ance companies that offer Part D can change the plan benefit struc-
ture each year for their own reasons and regardless of reimburse-
ment rates. She received an annual notice of change last year, but 
the annual notice of change was very difficult to read and, for 
many beneficiaries, is too complicated. Unfortunately, we are in the 
process of reviewing the draft model, and we will notice a change 
for next year, and quite frankly, it is worse. State health insurance 
assistance programs, like Choices in Connecticut and HICAP in 
California, do a good job in education and counseling, but they 
don’t have adequate funding to assist all beneficiaries. 

As an aside, I would like to point out that the CMS promotes gap 
coverage. We already know that the one plan providing limited 
brand name gap coverage in 2007 will not do so in 2008, leaving 
beneficiaries who must use brand name drugs without assistance 
in the gap. Congressman Camp, I would like to clarify our com-
ments about the notice of the lack of appeal rights. We agree with 
you that the ‘‘Medicare and You’’ handbook does include informa-
tion about appeal rights. As a partner with CMS, I get to comment 
on the draft of that handbook every year, and every year, I have 
commented that the descriptions are inadequate. CMS rarely takes 
any of my comments and makes improvements. 

But it is not enough for us to say, that information is in the 
handbook. In 1996, the OIG did two reports on HMO enrollees and 
their knowledge of appeal rights. The OIG found that enrollees 
knew about appeal rights in general, but what they didn’t under-
stand is how those appeal rights would apply to specific situations. 
As Ms. Norwalk said today, the most important thing is what hap-
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pens at the pharmacy counter. It is the required notices that Ms. 
Norwalk described that are not being handed out, that are not 
being displayed so that beneficiaries don’t even know how to start 
the process. They don’t know that the information about appeal 
rights in the ‘‘Medicare and You’’ handbook applies to them at that 
situation. But it is not only beneficiaries who don’t have this infor-
mation; it is actually the trade press and doctors who don’t know 
about this protection. BNA yesterday reported on a new study 
about Part D formularies printed today in the Journal of the Amer-
ican Medical Association. The study said that when a beneficiary 
learns at the pharmacy that a drug is not covered, the pharmacist 
or patient must seek a new prescription from the doctor or the ben-
eficiary must pay higher cost-sharing for the prescribed medication. 
There was no mention in the BNA article that the beneficiary or 
the physician could seek an exception to cover nonformulary drugs 
or to lower the cost sharing. It will not be sufficient to get data 
from CMS or from plans about appeals because this data will not 
capture the number of people who walked away from the pharmacy 
without getting the drug or paying for the drug out-of-pocket and 
not understanding that they could have sought protection through 
the appeals process. 

We also recommend in our written testimony simplifying the ap-
peals process by eliminating distinctions between exceptions, cov-
erage determinations and prior authorizations and by requiring 
plans to make prior authorizations and utilization management re-
quirements widely available. The Maine Legal Services for the El-
derly program contacted me on Tuesday about drug plans that im-
pose more than a prior authorization or utilization management re-
quirement on drugs so that a beneficiary or a physician must have 
to request an exception more than once. For example, one plan that 
listed both prior authorization and quantity limits for Lipitor told 
Maine Legal Services that the prior authorization really just meant 
the quantity limit distinction. The physician therefore requested an 
exception based on quantity limits which was denied because he 
had not shown that the patient had tried other drugs and failed. 
The plan did not describe the step therapy requirement anywhere 
and had not told the advocates about the requirement when they 
inquired. 

I would like to clarify a point that Ms. Norwalk made. She said 
that if somebody gets prior authorization, they get prior authoriza-
tion for the entire plan year. That is actually not true. If you get 
an exception, it lasts for the entire plan year. But if you get prior 
authorization, plans sometimes will require the physician to re-
quest prior authorization on a monthly basis. That is very burden-
some, especially since doctors are not compensated for this work. 
Even if a beneficiary gets an exception from one plan, however, she 
has to go through the process again, sometimes with a different 
outcome if she changes plans. 

So, again, this week, we heard from Michigan SHpp describing 
a beneficiary whose doctor faxed twice to her new plan an excep-
tion request based on the beneficiary’s need for both a higher dose 
of a formulary drug and a drug in a format that was not on the 
formulary. This was a duplication for this beneficiary because the 
beneficiary had been in a previous plan in which she had gotten 
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the exception. Although beneficiary protections exist in Part D, 
they are inadequate and not being applied properly to help bene-
ficiaries in the program themselves. 

One further area where we see problems is in the off-label drug 
use. Individuals who require drugs that are off-label can request an 
exception. They have to establish that the drug is approved by one 
of three compendia listed in Medicare regulations. Unfortunately, 
those compendia are not accessible to the general public. Advocates 
and doctors must pay in order to get evidence they need in order 
to present their appeal. An advocate from Minnesota complained 
that she was able to get free access at the good will of the med 
school library to some of the information in the compendia, except 
they didn’t give her all of the information she needed; so she didn’t 
have all of the information, and she lost her appeal. 

We are recommending one of two things: either that plans be re-
quired to provide access to the compendia if they are denying a 
drug based on off-label use, or that the standard be changed to a 
provision that is similar to the requirement that Medicare contrac-
tors provide access to drugs under the part B standard of review. 
In sum, there are too many drug plans; there are too many varied 
benefit packages. People don’t have enough information to make 
adequate choices. As indicated, people are not filing appeals. They 
are either not getting their drugs, or they are paying for them by 
themselves. If they try to use the appeals process, it is too difficult. 

We would like to recommend that the best protection would be 
to include a drug benefit as part of Medicare and to give the Sec-
retary the authority to negotiate drug prices on behalf of bene-
ficiaries. Additionally, we would like to see the number of plans 
available limited and the benefit structure standardized so that 
beneficiaries have a better chance of understanding what is being 
offered and getting access to the drugs they need. Thank you. 

[The prepared statement of Ms. Gottlich:] 

Statement of Vicki Gottlich, Senior Policy Attorney, Center for Medicare 
Advocacy 

Chairman Stark, Ranking Member Camp, distinguished Members of the Sub-
committee, thank you for the opportunity to testify today on behalf of Medicare 
beneficiaries concerning beneficiary protections under Medicare Part D. I am Vicki 
Gottlich, a Senior Policy Attorney with the Center for Medicare Advocacy, a na-
tional, non-profit, non-partisan organization that works to ensure fair access to 
Medicare and quality health care. 

Overall, the Center has assisted thousands of Medicare beneficiaries and their 
helpers across the country to understand and utilize Part D. We hear repeatedly 
from them about problems that arise from the complexity of the program. There are 
too many plans with varying benefit structures and formularies, making meaningful 
comparisons impossible. Beneficiaries have insufficient information to make sound 
choices and to understand formularies and coverage gaps. Some beneficiaries are 
given incorrect information by plan marketing agents and find themselves in drug 
or other health plans in which they did not intend to enroll. Beneficiaries are not 
enrolled in the correct plan or are charged incorrect cost-sharing because of bottle-
necks in transferring information about enrollment, premium payments, and cost- 
sharing among Part D plans, the Centers for Medicare & Medicaid Services (CMS), 
and the Social Security Administration (SSA). The Part D exceptions and appeals 
process is so convoluted that it is not adequately accessible to Medicare bene-
ficiaries. 

We thank Chairman Stark for your leadership in holding hearings on Part D and 
in introducing legislation to add important consumer protections to the program. We 
also thank Congressman Doggett for your legislation to improve the low-income sub-
sidy, and Congressman Becerra for your legislation to improve the Medicare Savings 
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Programs. Both the Doggett and Becerra bills will provide needed assistance to peo-
ple with limited income and resources. We thank Congressmen Murphy and 
Courtney, from the Center’s home state of Connecticut, for their Part D legislation 
as well. 

The Center for Medicare Advocacy believes that the best consumer protection for 
Medicare beneficiaries would be to add a drug benefit to the traditional Medicare 
program and to stop the privatization of Medicare. For over 20 years, the Center 
has watched what happens to Medicare beneficiaries when private health insurance 
companies decide to change their benefit packages, shift more costs onto bene-
ficiaries, or leave Medicare entirely, all for business reasons that may have nothing 
to do with Medicare funding and that definitely have nothing to do with the well- 
being of older people and people with disabilities. For example, the June 15, 2007 
Drug Benefits News reported that more plans will go to a four-tiered benefit design 
in 2008 to avoid adverse selection by beneficiaries with greater drug care needs. 
Plans keep premiums lower by requiring ‘‘the relatively-resource intensive bene-
ficiary to pay more.’’ We will leave that conversation for a different hearing, how-
ever, and focus instead today on the Part D exceptions and appeals processes. 

In promoting Part D, CMS assured beneficiaries that they would have access to 
all of their medically necessary prescription drugs. What CMS failed to explain to 
beneficiaries is that they might have to file for a ‘‘coverage determination’’ and pur-
sue an appeal if the drug they need is not on their plan’s formulary or is subject 
to certain restrictions, such as a limitation on the number of dispensable pills 
(‘‘quantity limits’’), or they might need to request the plan’s permission before the 
drug is prescribed and paid for (‘‘prior authorization’’). The process for requesting 
a coverage determination and then an appeal is very detailed. Most beneficiaries do 
not even understand this process or the fact that they have the right to seek cov-
erage for a drug not on their plan’s formulary. 

Under Medicare regulations, the Part D appeals process cannot begin unless and 
until a beneficiary who is denied coverage for a drug at the pharmacy affirmatively 
requests a formal ‘‘coverage determination’’ from his or her Part D drug plan. A cov-
erage determination can only be issued by the drug plan itself; the denial at the 
pharmacy counter has no legal effect. The formal coverage determination from the 
plan should explain why the plan will not pay for the drug and how to start the 
appeals process. 

Most beneficiaries who are denied coverage for their prescribed medications need 
to request a special type of coverage determination known as an ‘‘Exception.’’ An Ex-
ception may include a request to cover a drug that is not on the formulary, a re-
quest to reduce the cost-sharing for a drug, a request to provide a larger dose of 
a drug than the formulary limit, or a request to receive the prescribed drug without 
first trying a less expensive drug (‘‘step therapy’’). An Exception may also include 
a request to provide a drug without first getting prior authorization from the drug 
plan. 

Unfortunately, beneficiaries are not adequately informed of the need to request 
a coverage determination. As a consequence, they never contact their drug plan for 
a coverage determination and they never enter the appeals process. Advocates con-
tinue to report that pharmacies are not complying with the regulatory requirement 
to either post or hand to beneficiaries the CMS-approved notice, Medicare Prescrip-
tion Drugs and Your Rights, which explains in general the right to contact one’s 
plan to request an Exception or other coverage determination. Even if the notice is 
posted, posting provides very little protection. The notice is often placed where it 
is difficult to read. We have heard from beneficiaries who use a mail-order phar-
macy and who received no medication, no information as to why they did not receive 
their drug, and no notice explaining their rights. 

Neither CMS nor the plans take responsibility when advocates complain that 
beneficiaries are not being informed of their rights to ask for an Exception and then 
to appeal. CMS says the plans are required to ensure distribution of the generic no-
tice; plans claim they have done their job in educating pharmacies. 

Advocates also complain that beneficiaries are not informed of their appeal rights 
at later stages in the appeals process. Some plans are not using the standard Cov-
erage Determination notice developed by CMS, and therefore not providing bene-
ficiaries and their doctors with information needed to appeal. Other plans are not 
telling beneficiaries of further appeal opportunities if their first level of appeal is 
also denied. 

Even if the pharmacy tells a beneficiary that prior authorization from the plan 
is required before a drug will be covered, or that another drug must be tried first 
before the prescribed drug will be approved, or that the drug is not on the plan’s 
formulary, the beneficiary still does not have all the information needed to take ac-
tion to get the medication. Drug plans do not make available on their websites or 
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1 See, e.g., GAO, Communications to Beneficiaries on the Prescription Drug Benefit Could be 
Improved (GAO 06–654, May 2006), http://www.gao.gov/new.items/d06654.pdf; GAO, Accuracy of 
Responses from the 1–800–MEDICARE Help Line Should Be Improved (GAO 05–130, December 
2004), http://www.gao.gov/new. items/d05130.pdf. 

through their customer service centers information about the utilization manage-
ment tools that apply to particular formulary drugs and/or the criteria they use to 
evaluate a prior authorization request. Thus, beneficiaries, their doctors, and their 
advocates do not have the information they need to support a request for prior au-
thorization or a request for an Exception. We appreciate that CMS issued guidance 
on June 14, 2007, on making prior authorization requirements available. The guid-
ance still puts the burden on the beneficiary or doctor to ask for the information, 
however, and, since the CMS document is only guidance and not regulatory, it is 
unclear the extent to which plans will comply. 

Some plans use the prior authorization and Exceptions processes as a way to 
delay providing and paying for prescribed medications. They may require doctors to 
provide more and more information, or they may claim they never got a Coverage 
Determination or Redetermination request. In both situations, they can avoid 
issuing a decision and avoid or delay further appeals. 

The Medicare statute makes the opinion of the attending physician concerning his 
or her patient’s need for a non-preferred drug the controlling factor in determining 
coverage under an Exceptions request. The Part D regulations, however, specifically 
downgrade the effect of the physician’s opinion to such an extent that it is not clear 
whether any deference is given. Thus, while beneficiaries must obtain a supporting 
document from their physician even to enter the exceptions process, Part D plans 
are not required to respect the physician’s opinion. Plans ignore or discount medical 
records submitted by doctors. Some are not satisfied that a formulary drug is inef-
fective for a beneficiary, for example, unless their own claims history for the bene-
ficiary, and not the doctor’s medical records for that individual, show ineffectiveness. 

Problems are exacerbated when the appeal involves an ‘‘off-label’’ drug. The use 
of drugs off-label is legal in the United States and is governed by strict rules for 
marketing. In many situations, physicians and their patients have determined over 
time that certain drugs approved by the FDA for one purpose also help with a dif-
ferent medical problem. Yet Part D plans do not defer to the opinion of the treating 
physician, even when the off-label use is supported by scientific literature, proven 
safe and effective over a substantial amount of time, and covered by the bene-
ficiary’s state Medicaid program. 

The Medicare statute allows for coverage of certain off-label drug uses if they are 
included in one of three specified compendia. Unfortunately, beneficiaries, their fam-
ilies, and their advocates who are not medical professionals do not have access to 
these compendia, making appeals of these cases very difficult. Some advocates have 
turned to state resources, including state-funded hotlines, for assistance in finding 
the compendia, but these resources are limited, inefficient, and incomplete. Without 
direct access to the compendia, beneficiaries and advocates cannot determine wheth-
er they have found all the entries in which a drug is mentioned, or whether the 
entries they have been faxed are the most up-to-date and complete. In essence, Con-
gress and CMS have established a standard of proof which the average beneficiary 
cannot meet because of lack of access to the required information source. 

CMS has established a number of mechanisms through which beneficiaries may 
seek redress of problems, including problems with drug plan appeal processes. Most 
of them do not work well. Beneficiaries who are not happy with their drug plan are 
urged to file a complaint by calling the Medicare hotline, 1–800–MEDICARE, yet 
the problems identified by the Government Accountability Office in its reports de-
tailing problems with the Medicare hotline have not abated.1 Some advocates have 
developed relationships with their regional CMS offices and can call their regional 
office contacts when egregious problems occur. At times, however, regional office 
staff have been so swamped with complaints that they have told advocates not to 
call them, but to go through the 1–800–MEDICARE hotline. 

For many beneficiaries and advocates, filing a complaint with 1–800–MEDICARE, 
or even with the regional office, is like filing a complaint in a black hole. We do 
not know what, if any, corrective action has been taken by CMS about such com-
plaints as marketing abuses, failure to comply with exceptions and appeals 
timelines and notice forms, changes in plan formularies without the required notice, 
and inconsistencies between plan information and the CMS web-based plan finder 
tool. 

When the Center and other national advocacy organizations raise systemic issues 
with the CMS central office, we are always asked for specifics: the specific pharmacy 
that does not post or hand out the information to call a drug plan; the specific bene-
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ficiary whose appeal was not acted on in a timely manner or who received incorrect 
notice; the specific beneficiary who was enrolled in a more costly drug plan than 
the drug plan she wanted. We raise these issues with CMS central office, however, 
not simply because we want redress for the individual beneficiaries involved. Often 
we have already talked with the regional office on behalf of the beneficiary or moved 
to the next step in the appeals process. We alert CMS because we want them to 
address the problem on a system-wide basis or take corrective action against the 
drug plan in question. They are generally unwilling to do so. 

Another common response from CMS is that we should work the problem out with 
the drug plan. We and other advocates do, in fact, have contacts with many of the 
major drug plans, but those contacts are no substitute for enforcement by CMS. 

The Center for Medicare Advocacy, in collaboration with the Medicare Rights Cen-
ter and the National Council on Aging, developed recommendations to establish one 
process through which beneficiaries and their prescribing physicians may more eas-
ily ask plans for decisions, to be known as initial determinations, about drug cov-
erage. Our recommendations would simplify and streamline the processes: 

• The distinction between exceptions and other coverage determinations should be 
eliminated. Appeals for coverage of non-formulary drugs, requests concerning 
utilization management tools, and requests for prior authorization should all be 
treated the same. The various names and processes under the current system 
create confusion for beneficiaries, doctors, advocates, and Part D plans. 

• The initial determination notice should be issued automatically at the pharmacy 
whenever a plan rule prevented the pharmacy from filling the prescription. The 
notice should clearly explain, using standard language developed by CMS, the 
plan’s basis and rationale for the denial of coverage and should contain a clear 
statement that the beneficiary or the doctor may appeal by requesting a rede-
termination of the decision by the plan. Mail-order pharmacies should be re-
quired to contact a beneficiary by telephone when orders cannot be filled as pre-
scribed due to formulary restrictions and then to send a written notice. 

• Plans should defer to the statement of the physician unless they can dem-
onstrate objective, verifiable medical evidence that contravenes the treating 
physician’s judgment. 

• Physicians should be reimbursed for time spent asking for exceptions and other 
coverage determinations and appeals. 

• The Medicare statute should be modified to incorporate policy that requires 
plans to continue supplying a drug to beneficiaries stabilized on that drug on 
the same basis throughout the year even after a mid-year plan formulary ad-
justment that removes the drug from the formulary, places the drug on a higher 
tier, or subjects the drug to new utilization management requirements. 

• Plans should be required to provide beneficiaries a 72-hour supply of a drug 
they are currently taking after being told that the drug is not covered by their 
formulary, pending the outcome of a redetermination. This Medicaid-based pro-
vision would afford beneficiaries minimal protection against abrupt withdrawal 
from drugs which sustain health and, in some cases, life. If the FDA removes 
a drug from the market for reasons of safety or efficacy, Part D enrollees should 
have immediate access to a temporary supply of an alternative therapy. 

• Drug plans should be required to specify in their notices that an adverse initial 
coverage determination is based upon an off-label usage of a medication. As 
stated earlier, advocates and members of the general public must pay large 
sums of money to access the drug compendia, referenced in the statute, for cov-
erage of off-label use of Part D drugs. Reference to the compendia, therefore, 
should be replaced with a statutory standard that is consistent with the Part 
B standard that an off-label drug is prescribed for a medically necessary indica-
tion. Alternatively, Part D plans should be required to provide, as part of their 
notice, direct access to the drug compendia they relied upon to deny coverage. 
Such a provision is similar to the requirement that Medicare contractors pro-
vide access to the local coverage policies upon which they rely for Part A and 
Part B claims. 

• The Medicare statute should be modified to incorporate current CMS policy re-
quiring plans to cover substantially all drugs in six protected classes: anti- 
retroviral drugs, anti-depressant drugs, anti-convulsant drugs, anti-psychotic 
drugs, immunosuppressant drugs, and anti-cancer drugs. 

• The current statutory section, 42 U.S.C. 1395w-104(h), which states that only 
a Part D-eligible individual can bring an appeal, should be amended to permit 
a physician to request an appeal. 

• Beneficiaries should have access to the information submitted by the plan in op-
position to their appeal in order to ensure a more complete and objective review 
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by the Independent Review Entity that considers all perspectives on the matter 
in dispute. 

• A formal, standardized appeals process for enrollment and disenrollment dis-
putes, as well as a related special enrollment period, should be created and en-
forced. Data collection requirements should include data points on the 

• Effectiveness of plan transitions, appeals, and exceptions processes in pro-
viding uninterrupted access to prescribed medicines; 

• Effect of plan formulary restrictions and appeals processes on access to key 
drug classes, including the six protected classes and specialty tier drugs; 

• Impact of plan formulary restrictions and appeals processes on access to 
prescribed medications by vulnerable beneficiaries, such as LIS recipients 
and dual eligibles; and 

• Plan access policies and practices to enable dispensing of specific medicines 
most subject to appeal and most likely to be covered upon independent re-
view. 

The Part D prescription drug program is not working for many beneficiaries. Im-
proving the appeals process will provide additional protection for beneficiaries who 
cannot get access to prescribed medications. Other consumer improvements could 
address marketing problems, enrollment and disenrollment problems, the lack of 
adequate information, and standardization of plan structures. While the real answer 
to problems encountered by beneficiaries is to provide a Medicare prescription drug 
benefit in the traditional Medicare program, the protections mentioned above are 
needed if the Part D program is to continue in its current form. 

The Center for Medicare Advocacy looks forward to working with this Sub-
committee to ensure that all Medicare beneficiaries get the prescriptions they re-
quire. 

f 

Chairman STARK. Thank you. 
Dr. O’Brien, in your testimony, you suggested about 100,000 

Medicare eligible beneficiaries with HIV/AIDS, and if that is 20 
percent, with my shoes and socks on, I assume you are saying 
there is a half a million people in this country currently receiving 
some kind of care for HIV/AIDS. 

Dr. O’BRIEN. Yes. 
Chairman STARK. I would suppose, Dr. Fleming, that they are 

very expensive. Insurance companies without the kind consider-
ation that Humana has would just as soon avoid them if they 
could, because they are very expensive patients. 

Mr. FLEMING. HIV patients certainly are very expensive pa-
tients. 

Chairman STARK. So, insurance companies would, if they could, 
avoid—and I don’t say that in a pejorative sense—but are not out 
running ads and media exchanges saying, if you come see us, we 
would like to insure you. 

Mr. FLEMING. It comes with the territory. 
Chairman STARK. No, I understand that. Because you were, 

months ago, you may not know it, in our letter from Consumers 
Union, as being in zip code 00501, it is my understanding that you 
were the plan that increased a plan 603 bucks some time between 
February of this year and June of this year. That is 50 bucks a 
month for folks. For whatever reason, it could be very a good busi-
ness reason. If we decided to do something somehow to protect the 
beneficiaries from changes that could affect them in a way they 
couldn’t predict when they were making the choice at the begin-
ning, wouldn’t it be simpler for the insurance companies to let us 
just say that if someone has some problem, either they lose cov-
erage or the price increases, the cost increases, that they be al-
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lowed to change rather than try and draw a whole lot of rules 
about what you could do as a plan in terms of holding your costs 
constant? I don’t know how many people there are that this would 
affect, but it sounds to me it would be a lot simpler for, unless you 
suspect that that would just be adverse selection on all your col-
leagues in the business. 

Mr. FLEMING. I assume you are talking about lock-in and re-
moving the lock-in. 

Chairman STARK. Yes, or restricting a plan from making 
changes during the year. Those would be the two alternatives that 
I see. 

Mr. FLEMING. May I address both of them? In general, we don’t 
support the lock-in. We believe the lock-in issue is a complex issue 
because of the variation between PDPs and MA–PDs. We believe 
that the previous rules for changing plans worked well, which re-
sult in peace of mind, I think, for the beneficiary and, frankly, for 
the advocacy groups. 

Chairman STARK. This is a huge bureaucratic problem for you 
guys if that happens? 

Mr. FLEMING. As far as the member changing plans? The only 
thing that I would recommend that you think about is you think 
about what needs to follow the member from plan A to plan B as 
far as TrOOP and all the financial stuff. So, there needs to be a 
mechanism, I believe, that would allow for that transfer of informa-
tion from plan A to plan B. 

Chairman STARK. Well, I am inclined to agree with you that it 
just would seem, from our standpoint, simpler to say, do away with 
the lock-in or adjust it, than try to figure out how to understand 
your complications and regulate them. I think I would be more 
comfortable with that. 

If any of the other witnesses have any feelings about that, I 
would be glad to hear from them, but it seems a simpler way for 
us to approach it. 

You suggest, Ms. Gottlich, that, currently, only an individual can 
bring an appeal, and you would like to permit a physician to re-
quest an appeal. I think that makes a whole lot of sense to me in 
that if, in fact, I was going to go to Dr. Fleming and explain why 
I need my Zocor and not that other thing that I can’t pronounce 
that is the equivalent, I don’t know why, but if my doctor wrote you 
the note, he or she could probably spell the words that explain the 
reasons and frame the appeal. First of all, the doctor would have 
to tell me what to say, and then I would have to rewrite it and tell 
you why. Then you would have to answer me, and I would have 
to go to a doctor and say, this is what Dr. Fleming said. The doctor 
did it more quickly and in a manner that would be easier for you 
to determine whether it was a reasonable request and probably 
save everybody a lot of time. I can’t believe that doctors would do 
this capriciously because their time is pretty valuable. Would you 
have any feeling about her suggestion that we let docs file on be-
half of their patient? 

Mr. FLEMING. Conceptually, no. I think the issue that we need 
to think about is, by the time it gets to an appeal, that means the 
beneficiary and the beneficiary’s physician has called in and has 
made the request and there is a reason why the request cannot be 
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approved. So, it is likely that the appeal would not have any fur-
ther information that would say, here is the reason why this drug 
should be approved that I have not already disclosed to you. 

Now the cases where there is new information that has come for-
ward, let us say a drug gets a new labeling between when it was 
requested and when the appeal comes through, that is new infor-
mation that could in theory come out on appeal in that case. In 
that scenario, I could see that making some sense. 

Chairman STARK. But as I said, I thought it made some sense. 
Ms. GOTTLICH. Let me just describe the scenario as it currently 

works now. The doctor will request the exception. It will be denied. 
The next step is redetermination. The doctor will have to file that 
as well. There will be a delay because the plan will ask the doctor 
to go get an appointment of representation form. In the meantime, 
the beneficiary is not getting the medicine. Even if it is denied 
again, the doctor still cannot appeal to the independent review en-
tity without getting the appointment of representative form adding 
an additional delay. So it really lengthens the whole process when 
you really need something quick and the regulations have very 
short timeframes. 

Chairman STARK. Dr. Fleming, how are you going on your Chi-
nese adoption? 

Mr. FLEMING. Sir, if you could help me out with that, I would 
appreciate it. A year ago, I was saying six to 9 months, and I am 
still saying six to 9 months. 

Chairman STARK. What I have got to tell you, anticipating your 
success, let me ask you to Google up Concordia Language Villages 
as an experience for perhaps your older children, and perhaps you, 
Mr. Fleming, at some point, if you are interested in Chinese cul-
ture and Chinese language, and I hope you will be. Our children 
have gone there, and it is an amazing series of camps in Min-
nesota, and I just wanted to add that. 

Mr. FLEMING. Thank you for that advice. 
Chairman STARK. Do you have any advice, Mr. Camp? 
Mr. CAMP. I want to thank everyone for their testimony today. 

I do think it is important to remember that, despite the informa-
tion we are getting, 80 percent of the seniors are satisfied with 
their drug coverage and would recommend Part D to a friend. 

I do, Ms. Gottlich, want to say that if you have any—I have 
looked at this 2007 ‘‘Medicare and You’’ report, and I think that the 
appeal information is in very plain language. Circle the form is sort 
of the level it is at now. If you have specifics—now, the 2008 report 
is simply a draft report, and I realize that is a work in progress. 
We have an opportunity to impact that draft report. If you could 
get to me in writing the specifics of the exact language that you 
think is a problem in the 2007 report, I would be happy to look at 
that. If I think it is appropriate, I will pass it along. Maybe we can 
help make a better booklet because I think this right to appeal sec-
tion is fairly straightforward. 

But I also would like to say, Dr. O’Brien, you describe I think 
that Medicaid and ADAP are beneficial programs. But I would just 
want to point out to you that at least three States have waiting 
lists for patients to enroll in ADAP. Two States are restricting ac-
cess to certain AIDS drugs. Three States have further restricted 
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eligibility to ADAP. Four more States are expected to adopt similar 
cost-containment measures. Also many State Medicaid programs 
limit the number of prescriptions people can receive each month. 
I will just say, Medicare does not cap enrollment. So, one of the big 
global benefits, you may not see in your clinic, but at least from 
a nationwide standpoint, Medicare doesn’t cap enrollment. In the 
drug benefit, they don’t reduce program eligibility. They don’t im-
plement limits on the number of drugs a senior can take each 
month. So I would contrast that program with ADAP and just say 
that I think the new Medicare drug benefit in terms of eligibility 
and to not cap enrollment is superior to the programs you mention. 

Dr. O’BRIEN. Would you—— 
Mr. CAMP. I don’t really need a comment. My time is very lim-

ited, but briefly if you have something new. 
Mr. FLEMING. You are absolutely right, sir. In certain States, 

there are waiting lists. That is why we want to add ADAP to the 
TrOOP, so we are not further depleting ADAP. We also don’t want 
to punish people in States where ADAP and Medicaid have been 
generous, more generous than the current Medicare plan. 

Mr. CAMP. So, we have a nationwide plan. Really, in terms of 
if you are Medicaid eligible, you can change each month. I wanted 
to ask a question, Dr. Fleming, about that. If plans or individuals 
were able to change the plans, how are you envisioning the details 
of that? Would they be able to change biannually, quarterly, and 
how do you see that impacting the cost of the program? 

Mr. FLEMING. I don’t know that I put enough thought into the 
mechanisms for the change, but certainly when you go back pre- 
MMA, the way it worked there, a beneficiary could change from a 
month-to-month basis. In the world of Part D and the complexities 
of TrOOP and all the TrOOP calculations and the funding mecha-
nisms around it, I think it is going to be something that needs to 
be thought through to see how those dollars flow through the sys-
tem, because, to your point, I don’t think we want an unintended 
consequence of raising costs necessarily because of the change. 

On the other hand, we see the value and the peace of mind from 
the beneficiary and from the advocacy groups. We understand that. 
If a beneficiary is not happy with a plan, we fully support the no-
tion that they should be able to change. 

Mr. CAMP. We see more than half of the beneficiaries did not 
change from 2006 to 2007, so many people made, in their opinion, 
the right choice. 

Mr. FLEMING. Well, the majority of people did not change. As 
well, I think someone mentioned earlier, that the auto enrollees 
certainly had the ability to change month to month. We see very 
little change there. So, I believe by offering that as an opportunity, 
you are going to see very little change at the end of the day from 
plan to plan. 

Mr. CAMP. The question is, what cost effect that might have to 
a program, because obviously we don’t want the program to fall 
under its own rate, because there are a lot of people getting a sig-
nificant benefit. I know, for example, patients that enrolled in the 
Part D plan that Dr. O’Brien mentioned are saving more than 
$7,000 on AIDS drug medicine. That is a fairly significant savings. 
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Mr. FLEMING. That is a lot of money. If it is permissible to you, 
I would like to take that back as a to-do and provide our thoughts 
back for the formal record. 

Mr. CAMP. I would be interested because I do think there is 
some other point Mr. Stark made that if the plans can change, and 
I realize many people are on a set co-pay so their co-pay doesn’t 
change, but if the plans can change, why not the individuals? I 
think we need to explore that and see if there is something we can 
do there. Thank you very much. Thank you all for your testimony. 

Chairman STARK. Ms. Tubbs Jones. 
Mrs. JONES. Thank you very much. I would like for the record 

to say that we cannot presume because a senior does not change 
their prescription drug benefit plan that they are satisfied. Some 
of them are just so downtrodden with the responsibilities that they 
have, they say, the hell with it, I am just going to just keep what 
I have, at least I know what I have got. It is just like saying 80 
percent of them are satisfied with the prescription drug benefit; 80 
percent of those polled were satisfied. We don’t know what the 
group that was polled said. That is just like, if you want to believe 
4 percent unemployment in the United States of America. I don’t 
know what United States people are living in, but there is greater 
than a 4 percent unemployment in the United States of America. 
So, we have to be careful throwing these numbers around. 

My question to you, Ms. Gottlich, is, how long does the appeal 
process take. 

Ms. GOTTLICH. Well, if it goes by the regulations—— 
Mrs. JONES. You know how often that is. That is like a speedy 

trial, right. 
Ms. GOTTLICH. Exactly. It can be very quick. It can be 10 days 

to get through the independent review entity. But what we are 
finding often is that there are delays at the plan level. So, doctors 
will not get notices. You have to go through and get the appoint-
ment. 

Mrs. JONES. So, the appeal process may take 10 days, but to get 
to the appeal process, we don’t know how long that will take. 

Ms. GOTTLICH. When it works right, it can be very fast, and 
the exception from Michigan that I described that we heard about 
this week got resolved this week. But there are situations where 
plans keep asking for more and more and more information. So, we 
had cases that dragged on for months. 

Mrs. JONES. So, Dr. O’Brien, what do you do for a patient who 
is denied coverage? What impact does that have on your ability to 
treat that patient? Do you have drugs to give them, or what hap-
pens? 

Dr. O’BRIEN. There have been cases we have had to hospitalize 
patients. For example, I use the example in my written testimony 
of fluconazole for cryptococcal meningitis. For some people, 
fluconazole has been very, very difficult. We have plans that make 
us authorize for that on a monthly basis. Cryptococcal meningitis 
in an AIDS patient is a lifetime disease. So, we have ended up hav-
ing to put people in the hospital or put them on IB amphotericin, 
a relatively toxic antiretroviral fungal medication. Mrs. Jones. I am 
a trial lawyer, so accuse me of being highly litigious. 
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Who is liable for that situation of that patient not receiving the 
type of prescription that they should be receiving once it is pre-
scribed by the doctor? 

Dr. O’BRIEN. I am not a trial lawyer, so I could not offer an 
opinion on that. 

Mrs. JONES. No one has been sued that you know of yet with 
regard to that? I just wanted to throw it out there. 

I think, and nobody has asked me, but I think that the patient 
should be able to change prescription drug programs as often as 
the programs are able to change formulary. If they could change 
formulary, the people ought to be able to switch and go to the type 
of prescription that they have. 

I thought I was going to use up all my time, Mr. Chairman. I 
didn’t. I am so proud of myself. I yield back the balance of my time. 

Chairman STARK. Thank you, ma’am. 
Mr. JOHNSON. 
Mr. JOHNSON. Thank you, Mr. Chairman. I am not a trial law-

yer. 
Chairman STARK. Oh, you would be a good one, though. 
Mr. JOHNSON. You bet. 
According to a survey conducted by Medicare Education Network 

in January of this year, overwhelming majorities of enrollees gave 
Part D high ratings. We have been quoting a lot of percentages, but 
they said 91 percent said the plan is convenient to use, 89 percent 
said they understand how the plan works, 86 percent said the plan 
had good customer service, 81 percent said copays are affordable, 
79 percent said the monthly premium is affordable, and 77 percent 
said the plan covers all medicines. Those results contradict some 
of the testimony. 

If the beneficiaries are satisfied with their Part D benefit in com-
petition successfully keeping prices affordable for our seniors, I 
wonder, Mr. Precht and Ms. Gottlich, what you think, why you 
think choice and competition are bad for America or America’s sen-
iors? 

Mr. PRECHT. I don’t. 
Mr. JOHNSON. Well, good. 
Mr. PRECHT. We think that the choice should be expanded to 

include an option directly under Medicare so that people can get 
drug coverage directly through the Medicare Program. That is how 
it works with Parts A and B. They can get their Medicare directly 
from the original Medicare Program or they can choose the Medi-
care Advantage Plan. 

I just want to say one other thing. If 77 percent of the folks say 
that Part D is covering all of their drugs, when we are talking 
about consumer protection, we are talking about the other 33 per-
cent, the folks that are running into problems getting coverage. 
What we are asking for is making that appeals process work a lit-
tle better, getting the plans to give the benefit of the doubt to the 
doctor when he says that this is the drug that is working for my 
patient. That is essentially what we are saying. 

Ms. GOTTLICH. The other two points are that if you look at 
studies, and actually my favorite is the book Blink, the best selling 
book, there are some times when their choices are too broad, so 
there is no choice at all. 
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That is what I think is going on with the Part D plans. There 
are too many plans so people just choose a plan based on the name 
or something their friend says. They don’t really analyze to see if 
it is the best plan for them, because there are way too many plans 
to take a look at everything. Yeah, it is fine to have a choice plan. 
We would like to see the number reduced, we would like to include 
a plan in Medicare. 

The other thing to look at in the statistics, as Mrs. Tubbs Jones 
said, is what do the statistics tell us. If you look at the Kaiser sat-
isfaction survey, they said 80 percent of the people were satisfied. 
But the people who weren’t satisfied were the people who were 
poor, the people who used the most drugs. These are the people 
who we are trying to protect. It would be nice to work to 100 per-
cent satisfaction. 

Mr. JOHNSON. You don’t know that for sure, you are just pre-
suming that. 

Ms. GOTTLICH. No, no, no. That is what Kaiser said in their 
beneficiary survey earlier in the year. 

Mr. JOHNSON. Dr. Fleming, you know, I like your smart sum-
mary. I think that is a good document and a great service to your 
customers. I wonder why you decided to provide that resource to 
your beneficiaries and if you can tell us what the costs are above 
and beyond the traditional benefit. 

Mr. FLEMING. Sure. The smart summary was our response to 
the requirement in the regulation that said that we needed to pro-
vide a monthly summary of the medications used by the bene-
ficiary. So, we decided to work with seniors and we had seniors 
help us develop this tool. 

Frankly, I am not sure we are smart enough to develop some-
thing like this. We worked with them in focus groups to help de-
velop this tool to give them pictures, charts and graphs around 
where you are within the coverage parameter, the donut hole. We 
gave a lot of good information—— 

Mr. JOHNSON. Is that computed into your cost. 
Mr. FLEMING. It is computed into our premium and cost. One 

of the things we are very proud of is this Humana Rx Record On- 
The-Go, which is really a tool that whenever you go to the doctor’s 
office or ER, whenever you get that question, what drugs you are 
taking, if they can pull this little tool, it is something you fold up 
in your billfold, pull it out, hand it to the doctor in the ER, it gives 
them a list of the entire medications they have used over the last 
6 months. 

What we intended to do with this was to really derive peace of 
mind with that beneficiary, give them confidence about their ability 
to make decisions. 

I think you talked earlier about how seniors are smart. We do 
think they are smart because they have helped us a lot in thinking 
about how we take a requirement regulation and really make it a 
usable document, a relationship vehicle frankly with them. 

Mr. JOHNSON. Thank you. Thank you, Mr. Chairman. 
Chairman STARK. Dr. O’Brien, how much does it cost, can you 

tell me on average, to treat an AIDS/HIV patient, the whole hos-
pital, the physician services, the pharmaceuticals on average in a 
year? Do you have any idea? 
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Dr. O’BRIEN. I don’t have those numbers at my fingertips, it de-
pends a lot on what stage of the illness the person is in. 
Antiretroviral drugs themselves can cost $20,000 a year for a 
course of antiretroviral therapy, again depending on which drugs, 
and how many drugs the person is on. That is probably the largest 
expenditure for a person that is not being hospitalized. 

Chairman STARK. Any idea, Dr. Fleming? Do you have any idea 
what Humana’s out-of-pocket if you have to provide benefits to an 
AIDS—— 

Mr. FLEMING. I don’t know the specific for that. I am certainly 
not an expert in HIV, but I can tell you for most HIV members, 
if they have the elefined standard plan, they are likely going to go 
through the donut hole and into the catastrophic coverage at some 
point through the year, because these are $400 per month thera-
pies and if you are on two or three of them, they are very expen-
sive. 

Chairman STARK. Do you have any—— 
Dr. O’BRIEN. My colleague helped inform me that 11 to $13,000 

per year for drugs for somebody not hospitalized; somebody with 
advanced disease requiring hospitalization, on average $100,000 
per year. 

Chairman STARK. $100,000? 
Dr. O’BRIEN. Yes. 
Chairman STARK. One of the things I might suggest, I guess if 

we have got a half million people and that we—a simple solution 
here, I am sure the insurance companies would join me in this, but 
would there be any real reason most of them—there would be less 
and less disabled, but many of them would qualify as disabled, that 
we wouldn’t treat them as we do end stage renal? Why do we have 
to fuss around with this? With the prescription drugs changing, 
with the level of treatment changing, I am not sure we would 
save—we might save some money, but it is a kind of—maybe it 
isn’t that unique, maybe I just opened the door to 100 other dis-
eases of this nature that would require that I—in spite of Michael 
Moore, I would lose, but I don’t know. I don’t know whether there 
is any similarity there. It would certainly go ahead. 

Dr. O’BRIEN. We certainly strongly support the idea of that. 
HIV is beyond just the disease is a major killer of young African 
Americans, over 50 percent of new HIV and AIDS cases in African 
Americans. It is also a communicable disease; treating somebody is 
prevention. Treating somebody with HIV is not only treating that 
person and their family, it is preventing other people from becom-
ing infected. So, there is a community interest in treating people. 
We strongly support the idea of universal coverage for people with 
HIV/AIDS. 

Chairman STARK. I sense that if we did this that the number 
would suddenly jump, the number under treatment from 500—the 
people who would come in, so perhaps we would have an increase. 
It is just an idea. 

As I say, we spend about 58,000 on average on dialysis patients, 
and my guess is we have about 200 or 250,000 of those. So, your 
numbers are perhaps—you have a higher number but perhaps a 
smaller cost. We haven’t had huge increases much to the dismay 
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of some of the major dialysis companies, but we haven’t had a huge 
increase in payment in that program. Just an idea. 

I want to thank all of you for your patience for waiting, accom-
modating our kind of fractured voting schedule here. I thank my 
colleagues for their patience with the Chairman’s long-winded in-
quiries. 

Mrs. JONES. Mr. Chairman, I want to ask that if you all have 
any other guidance you would like to give us around this area as 
we move through, we would be deeply appreciative. 

Chairman STARK. I would second that. 
If there are no further inquiries, the hearing is adjourned. 
[Whereupon, at 5:39 p.m., the hearing was adjourned.] 
[Submissions for the record to follow:] 

Statement of American Association of Retired People 

Chairman Stark, Ranking Member Camp, distinguished Subcommittee members, 
on behalf of AARP’s 39 million members, we thank you for holding this hearing on 
the need to strengthen beneficiary protections in the Medicare Part D prescription 
drug program. 

Among the most important protections in Part D is the extra help provided by 
the low-income subsidy to those least able to afford their drug costs. LIS provides 
greatly reduced costs and no gap in coverage (no ‘‘doughnut hole’’) for beneficiaries 
with incomes below 150 percent of the federal poverty level ($15,315 for individuals, 
$20,535 for couples). 

We are pleased that the LIS is providing essential help with premiums and 
copays to millions who otherwise might go without lifesaving medicines because of 
cost. We commend the Center for Medicare and Medicaid Services (CMS) for pro-
viding auto—and facilitated enrollment in LIS for people enrolled in Medicaid, a 
Medicare Savings Program (MSP), or receiving Supplemental Security Income and 
deemed eligible for LIS. We also applaud CMS for waiving the late enrollment pen-
alty for anyone found eligible for LIS. We similarly appreciate steps the Social Secu-
rity Administration (SSA) has taken to minimize the burden of annual LIS eligi-
bility redeterminations. 

We have worked diligently with CMS, SSA, the Access to Benefits Coalition, State 
Health Insurance Assistance Programs, and many other partners on the daunting 
task of finding and enrolling low-income beneficiaries who are not deemed eligible. 
Reaching beneficiaries with limited incomes has always been a challenge, but LIS 
outreach and enrollment is especially difficult because the LIS program has a seri-
ous flaw—an asset test. 

AARP believes that addressing the asset test should be a top priority for Congress 
this year, along with efforts to create a level playing field between Medicare Advan-
tage and traditional fee-for-service Medicare. A portion of any savings generated by 
creating such a level playing field should be reinvested first in Medicare, particu-
larly to address the Part D asset test limits. 
LIS Protection Out of Reach for Many Low-Income Beneficiaries 

Millions of people who need the extra help LIS provides are not getting it, largely 
because of the asset test. To be eligible for LIS, beneficiaries can have no more than 
$11,710 in savings, or $23,410 for a couple, no matter how low their income or how 
high their other living expenses. 

These amounts are hardly enough to get people through retirement, and AARP 
has consistently opposed the asset test. However, the LIS is currently denied to any-
one who has saved even one dollar over these limits. 

The asset test directly contradicts efforts to encourage people to save by penal-
izing even those with modest savings. We should encourage people to save for retire-
ment, not penalize those who do. 

The Kaiser Family Foundation has estimated that more than 2.3 million bene-
ficiaries who meet LIS income criteria do not meet the asset test. Almost half exceed 
the asset limit by $25,000 or less. In fact, the asset test is the leading reason why 
people who apply for the subsidy are rejected. 
Daunting Application Imposes Barrier 

The asset test is also proving to be a serious barrier to enrollment even for those 
who meet its unreasonable limits. CMS projected in its final regulation on Part D 
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1 CMS–4068–P, Medicare Program: Medicare Prescription Drug Benefit, 69 Fed. Reg. 46632: 
August 3, 2004 

2 Dorn, S. and Kenny, G.M., Automatically Enrolling Eligible Children and Families into Med-
icaid and SCHIP: Opportunities, Obstacles, and Options for Federal Policymakers (New York, 
NY: The Commonwealth Fund, June 2006). 

that 14.4 million beneficiaries would be eligible for the LIS 1 wever, to date, only 
slightly more than 9 million are enrolled. That means up to 5 million eligible indi-
viduals are not getting the Medicare help they need. CMS has estimated that as 
many as 3 million of these people have no drug coverage at all. 

Because of the asset test, the LIS application form is eight pages of daunting and 
invasive questions that are difficult for many people to answer. For example, it: 

• requires people to report not just savings but such obscure details as the cur-
rent cash value of any life insurance policies—information people simply do not 
have on hand; 

• asks people whether they expect to use savings for funeral or burial expenses, 
but does not explain that individuals can have up to $1,500 (3,000 for couples) 
in savings above the asset limits for such expenses; 

• asks invasive questions, such as whether applicants get help with meals or 
other household expenses from family members or charities which can be dif-
ficult to estimate and embarrassing to some; and 

• threatens applicants with prison terms if information they provide is incorrect. 
Applying for the LIS thus can seem overwhelming and require many hours, extra 

help from family members or insurance counselors, and often repeated efforts to find 
all of the required information. 

This asset test and the paperwork barrier it creates is a key reason why between 
3 and 5 million people who should qualify for the LIS are not getting it. 
Inadequate Coordiantion with Medicare Savings Programs 

Similar problems plague the Medicare Savings Programs (MSPs) that help pay 
other Medicare cost sharing requirements. As with LIS, millions of Medicare bene-
ficiaries living on very limited incomes are not getting the help they need from these 
vital programs. In addition, there is only limited coordination between LIS and 
MSP, even though they serve primarily the same populations. 

MSPs are state-administered programs and include: 
• the Qualified Medicare Beneficiary (QMB) program which pays Medicare Part 

B premiums and cost sharing for those living at or below the poverty line, 
• the Specified Low-Income Medicare Beneficiary (SLMB) program which pays 

Part B Premiums for those between 100 and 120 percent of poverty, and 
• the Qualified Individual (QI) program which gives states capped allotments— 

subject to periodic reauthorization by Congress—to pay Part B premiums for 
those between 120 and 135 percent of poverty. 

Beneficiaries enrolled in MSP programs are automatically eligible for and enrolled 
in the LIS. However, SSA does not screen LIS applicants to see if they are also eligi-
ble for MSP. This is a serious missed opportunity, as MSP eligibility criteria in sev-
eral states is less restrictive than LIS criteria, and some states have effectively 
eliminated the asset test altogether. Thus, many individuals who are eligible for the 
LIS under their state’s MSP rules are being improperly rejected because SSA only 
reviews applicants against LIS criteria. 

The same kind of barrier to enrollment seen with the LIS exists in the majority 
of states that still impose an asset test on their MSP programs. The result, not sur-
prisingly, is that the vast majority of MSP-eligible individuals are not enrolled. 
Urban Institute researchers estimate that two thirds of beneficiaries eligible for 
QMB, and fully 87 percent who are eligible for SLMB, are not enrolled.2 

AARP also believes that there should be full coordination between the LIS and 
MSP programs. Applicants for either the LIS or MSP should be screened for both 
programs. Eligibility criteria should be simplified, standardized and harmonized to 
reduce confusion and unnecessary barriers created by varying state rules. 

In addition, the QI program should be made permanent by folding it into the 
SLMB program so it is no longer subject to annual allotment caps and all eligible 
individuals can be assured of needed assistance. 
First Steps 

AARP is firmly committed to eliminating the asset test. Until the asset test is 
fully eliminated, AARP believes there are interim steps Congress can and should 
take that can significantly reduce the barrier it creates to the LIS and MSP. 
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3 Identifying Beneficiaries Eligible for the Medicare Part D Low-Income Subsidy, Daniel R. 
Levinson, Inspector General, November 17, 2006, http://oig.hhs.gov/oei/reports/oei-03–06– 
00120.pdf 

AARP is proud to support the Prescription Coverage Now Act of 2007 (H.R. 1536), 
introduced by Representative Lloyd Doggett of Texas. This legislation takes solid 
first steps toward our goals of eliminating the asset test, increasing enrollment, and 
improving coordination between the LIS and MSP. We have worked closely with 
Rep. Doggett’s office on this legislation, and greatly appreciate his strong leadership. 
Raising the Limits: Most importantly, this legislation would increase the asset test 

limits to 27,500 for individuals and $55,000 for couples. This will provide relief 
to millions of beneficiaries who truly need the help the LIS can provide. Even 
those who did not oppose an asset test in Medicare’s drug plan agree that current 
limits—$11,710 for individuals, $23,410 for couples—are far too low. 

Streamlining the Application: In addition to raising the asset limits, Rep. 
Doggett’s legislation would streamline the LIS application in two very important 
ways. First, it would eliminate the question about the cash value of life insur-
ance. Asking for the cash value of life insurance makes the application process 
unduly difficult—this is information that people—regardless of income—simply 
do not have on hand. Asking for this data needlessly lengthens the application 
form and requires individuals to calculate the cash value figure. This unneces-
sary and harmful red-tape barrier to the LIS application needs to be removed. 

The legislation would further streamline the LIS application by deleting the con-
fusing and embarrassing question about whether someone gets occasional help from 
family or charities with living expenses like groceries. Many low income people get 
assistance from family, churches, and food banks on a highly irregular, as-needed 
basis and in very limited amounts. This question, however, requires applicants to 
enter a specific average monthly amount. Given the often irregular nature of such 
assistance, this is a figure that many people are unlikely to know with any degree 
of accuracy. And those who rely on such assistance are the same individuals who 
are most in need of the LIS. 

Efficiently Targeting Outreach: The Prescription Coverage Now Act would also 
help SSA target its LIS outreach efforts to beneficiaries who meet the LIS income 
criteria. The bill would allow Social Security officials to use IRS data—data they al-
ready have to determine income-related Part B premiums—to also determine who 
meets LIS income criteria. SSA could then much more efficiently and effectively tar-
get LIS outreach efforts to just these individuals. Currently, the IRS verifies income 
data submitted by people who apply for the LIS, but SSA does not have authority 
to use the IRS data it already has to determine which Medicare beneficiaries have 
incomes that meet LIS eligibility criteria for outreach purposes. The HHS Inspector 
General has said that legislation authorizing this limited use of income data would 
help to more effectively and efficiently target LIS outreach efforts.3 

Coordinating the LIS and MSP: Rep. Doggett’s legislation takes an additional 
important step of requiring SSA to screen LIS applicants for MSP eligibility. Full 
coordination between the LIS and MSP would mean that many more low-income 
beneficiaries would get needed help with both Part D and traditional Medicare pre-
miums and cost-sharing obligations. Additional important provisions in the Prescrip-
tion Coverage Now Act would: 

• keep the LIS cost sharing affordable by indexing it to the general inflation rate, 
rather then the increase in overall Part D costs as under current law; 

• exclude the value of LIS benefits from counting against eligibility for other low- 
income assistance programs; and 

• permanently waive the late enrollment penalty for people enrolled in the LIS. 
AARP is committed to working diligently to ensure this important legislation is 

enacted into law this year. 
Additional Steps 

While the Prescription Coverage Now Act is a critical first step, there are addi-
tional legislative steps that can and should be taken to help low-income Medicare 
beneficiaries. For example, people who are not eligible for the LIS or MSP may be 
eligible for a state pharmacy assistance program (SPAP). These state-funded pro-
grams often help people with income and asset levels above the LIS and MSP eligi-
bility cut-offs. A system to coordinate enrollment applications between LIS/MSP and 
these programs also could prove to be very useful. Action also is needed to make 
MSP eligibility criteria consistent across the states and make the QI program a per-
manent and reliable source of assistance. We know that members of this Committee 

VerDate Nov 24 2008 01:21 May 14, 2009 Jkt 047757 PO 00000 Frm 00152 Fmt 6633 Sfmt 6621 E:\HR\OC\A757A.XXX A757Aw
w

oo
ds

2 
on

 P
R

O
D

1P
C

60
 w

ith
 H

E
A

R
IN

G



149 

1 Kaiser Family Foundation/Harvard School of Public Health. Seniors and the Medicare pre-
scription drug benefit. December 2006. Accessed at http://www.kff.org/kaiserpolls/upload/ 
7604.pdf on 19 June 2007 

are working to develop legislation to address this concern and we look forward to 
working with you. 

In addition, AARP supports legislative efforts to improve the Part D benefit by: 
• eliminating co-pays for Medicaid beneficiaries who get long term care services 

in Home and Community Based Service (HCBS) programs, as is done now for 
beneficiaries receiving these services in nursing homes; 

• counting payments by federally qualified health clinics, AIDS drug assistance 
programs, the Indian Health Service and drug company Patient Assistance Pro-
grams (PAP) toward the Part D ‘‘doughnut hole’’ coverage gap; and 

• increasing funding for State Health Insurance Programs, which provide the one- 
on-one counseling that is most helpful to beneficiaries applying for the LIS. 

Conclusion 
The Medicare prescription drug benefit represents the most significant change to 

Medicare since the program began in 1965. The extra financial help provided to peo-
ple who most need it through the LIS is a key component of this achievement, but 
its success is far from complete. 

It is critical that we eliminate the asset test that is penalizing people who save 
for retirement and imposing a barrier to enrollment in the LIS. The Prescription 
Coverage Now Act is an important first step to eliminating the asset test and ensur-
ing that more people who need the assistance the LIS provides can get it. We are 
committed to seeing its enactment this year, and we look forward to working with 
members of Congress from both sides of the aisle to improve the new Medicare pre-
scription drug benefit and to ensure that all older Americans have access to afford-
able prescription drugs. 

f 

Statement of American College of Physicians 

The 123,000 internal medicine physicians and medical student members of the 
American College of Physicians congratulate Chairman Stark and the members of 
the House Ways and Means Subcommittee on Health for convening today’s hearing 
on ‘‘on protecting beneficiaries in Medicare Part D plans.’’ The College believes that 
while the addition of a prescription drug benefit to Medicare through the Medicare 
Modernization Act of 2003 significantly contributes to improved health and quality 
of life for our seniors and disabled Americans, there are ways to improve this pro-
gram to enhance its effectiveness. The College appreciates this opportunity to share 
with the Committee our observations and related recommendations to achieve this 
goal. 

The College has long supported the addition of prescription drug coverage under 
Medicare. Prescription drugs are an essential tool for treating and preventing many 
acute and chronic conditions. In 1965, when Medicare was first established, pharma-
ceutical therapies were not as commonly available as they are now, and outpatient 
prescription drugs were not nearly as important a component of health care. Today, 
however, they are a primary form of medical care and often substitute for more cost-
ly therapies. The growing importance and increased use of prescription drugs have 
had a disproportionate impact on the elderly, who use prescription drugs more ex-
tensively than the general population because of high rates of chronic illness. 

Recent survey data reflects that most Medicare beneficiaries are satisfied with 
their Part D plan and believe it is saving them money.1 A review of the literature 
and the observations of our members reflect areas that need to be improved to en-
sure that access to these important medications is available to all beneficiaries and 
that the most effective medication is received in a timely manner. The College re-
quests that the Committee consider the following: 

• Congress should pass legislation to facilitate increased enrollment for 
the Part D low income subsidy (LIS). The current Part D benefit provides 
a low income subsidy (LIS) to beneficiaries with incomes below 150 % of the 
federal poverty level. This subsidy significantly reduces or eliminates premium 
payments and provides for substantially reduced copayments for medications. 
Without the LIS, many of these low-income individuals are unable to obtain the 
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2 The Commonwealth Fund. Improving the Medicare Part D program for the most vulnerable 
beneficiaries. May 2007. Accessed at http://www.commonwealthfund.org/usr_doc/Summer_ 
improvingMedicarepartD_1031.pdf?section=4039 on 19 June 2007 

3 The Commonwealth Fund. Improving the Medicare Part D program for the most vulnerable 
beneficiaries. May 2007. Accessed at http://www.commonwealthfund.org/usr_doc/Summer_ 
improvingMedicarepartD—1031.pdf?section=4039 on 19 June 2007 

4 Kaiser Family Foundation/Harvard School of Public Health. Seniors and the Medicare pre-
scription drug benefit. December 2006. Accessed at http://www.kff.org/kaiserpolls/upload/ 
7604.pdf on 19 June 2007 

medication they require. Recent data 2 indicates that over 3 million beneficiaries 
who meet the income requirement for the LIS are not receiving the subsidy and 
are not enrolled in a Part D program. The non-partisan Commonwealth Fund 
recently outlined a series of recommendations to address this problem that in-
clude removing or modifying of the overly restrictive asset requirement, simpli-
fying of the enrollment process and providing improved means for beneficiaries 
to navigate the process.3 The College recommends that Congress consider imple-
mentation of these recommendations. 

• Congress should pass legislation to make the Part D benefit less com-
plex and provide both beneficiaries and their physicians with more es-
sential information to make plan choices and treatment decisions. 

• Survey data indicates that 73 % of seniors, 91 % of pharmacists and 92 % of 
physicians agree that the current Part D benefit is overly complex.4 The typical 
beneficiary has a choice of anywhere from 45–60 drug plans to choose from in 
their local area; each with a different premium, deductible, co-payment struc-
ture and formulary. In addition, important formulary information regarding the 
plans use of prior authorization and utilization management procedures (e.g. 
tiering, step-therapy) is often not readily accessible. These problems make it dif-
ficult for beneficiaries, often in consultation with their personal physicians, to 
choose the plan that best needs their medication needs. The College rec-
ommends that; 

• Congress should consider legislation to reduce the number of plan 
choices available to beneficiaries. One possible option is to use an approach 
similar to how Medigap plans are currently offered—drug plans would be able 
to offer only a limited number of standard benefit designs which are defined by 
Congress. 

• Congress should provide the Centers for Medicare and Medicaid Services (CMS) 
with increased authority (including facilitating its ability to enact financial pen-
alties) to ensure that all Part D plans make essential formulary information, 
including prior authorization and utilization management information, easily 
accessible at least through placement on their web site and through contact 
with a designated plan representative. 

• Congress should provide increased funding to the State Health Insur-
ance Assistance Programs (SHIPs) in each state. These programs, often 
provided through the local Office on Aging, offer the one-on-one counseling to 
Medicare beneficiaries that is often needed to help navigate the current complex 
process of choosing the most beneficial drug plan. It is reported that these pro-
grams are currently overwhelmed and require increased funding to adequately 
provide these services. 

• Congress should pass legislation to improve the Part D benefit’s excep-
tion and appeals process. 

Our members continue to report multiple occasions when the medication they pre-
scribe for a beneficiary cannot be fulfilled at the pharmacy due to it not being in 
the plan’s formulary, or due to various prior authorization or utilization manage-
ment requirements. As noted above, having information about these formulary limi-
tations for each plan easily available to the prescribing physician would significantly 
reduce the frequency of these events. Nonetheless, there are occasion when the pa-
tient must have the specifically prescribed medication, and the patient and his or 
her physician must request an exception to the formulary limitation. The current 
exceptions and appeals process is overly complex and evidences several problems 
that interfere in the beneficiary obtaining their required medication in a timely 
manner. The College believes that the current exceptions and appeals process can 
be improved by the following recommendations: 

• Congress should pass legislation to simplify and make more uniform 
the exceptions and appeals process. Currently, while CMS has encouraged 
each plan to accept a standardized exception and appeals request form devel-
oped by the American Medical Association Part D Workgroup, each plan con-
tinues to devise its own processes, standards of medical necessity, and criteria 
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5 Centers for Medicare and Medicaid Services. Medicare Benefit Policy Manual. Chapter 15, 
Section 50.4.2. Accessed at http://www.cms.hhs.gov/manuals/Downloads/bp102c15.pdf on 19 June 
2007 

6 MedPAC. Issues in Medicare coverage of drugs. Report to Congress: Promoting Greater Effi-
ciency in Medicare (June 2007). Accessed at http://medpac.gov/chapters/Jun07—Ch07.pdf on 19 
June 2007 

for reviewing requests for exceptions and other coverage determinations. This 
complexity confuses the beneficiary and adds excessive burden to the physician 
practice attempting to assist the beneficiary in obtaining the needed medica-
tions. Legislation to require increased standardization of the process and cri-
teria plans use for exceptions and appeals would significantly improve the situ-
ation. 

• Congress should provide CMS with increased authority to ensure that 
beneficiaries receive essential information in a timely manner to chal-
lenge a plan’s coverage decision. Pharmacies are currently required by regu-
lation to either post or hand to beneficiaries a generic notice explaining their 
rights to request an exception to a coverage decision when a prescription is de-
nied. It has been the experience of our members and beneficiary advocates that 
this information is often not provided by the local or mail order pharmacy, leav-
ing the beneficiary to either have to pay for the drug without any coverage or 
go without the drug. The College recommends that Congress provide CMS with 
increased authority (including facilitating its ability to enact financial penalties) 
to ensure that this information is routinely provided in a timely manner. 

• Congress should pass legislation that requires plans to give deference 
to the supporting statement of the medical expert. Current language in 
the Medicare statute indicates that physician statements are appropriate sup-
port for formulary exceptions and CMS guidance to plans indicates that these 
statements should be given significant consideration. Unfortunately, these 
statements are not supported within the Part D appeal regulations that instruct 
that physician’s opinions do not control determinations about requests for ex-
ceptions. This opens the door for too many decisions on care to be made for fi-
nancial reasons, as opposed to medical considerations. It is recommended that 
the Part D language be changed to give deference to the statement of the med-
ical expert—the physician. The treating physician’s clinical judgment should be 
over-ruled only by reference to objective, verifiable medical evidence. 

• Congress should pass legislation that provides Part D covered bene-
ficiaries with increased access to ‘‘off-label’’ use medications. Physicians 
frequently prescribe medications for indications not expressly approved by the 
Federal Drug Administration for inclusion on the drug’s label and patient insert 
information. Off-label medications are often used in the treatment of many 
chronic and progressive medical conditions (e.g. cancer, multiple sclerosis.) The 
current Medicare Part D statute allows plans to deny coverage for off-label indi-
cations that are not expressly recognized in a limited number of specified drug 
compendia. This restriction is much more limited than prescribed under Medi-
care Part B policy 5 and more restrictive than standards employed by most pri-
vate sector health plans. The College recommends that the language be changed 
to be consistent with the less restrictive language found within the Medicare 
Part B regulations, which takes into consideration the major drug compendia, 
authoritative medical literature and/or accepted standards of medical practice. 

• Congress should direct CMS to identify selected Part B and Part D 
overlap drugs and direct plans to always cover them under Part D. 
There are a significant number of medications that can be covered under either 
Medicare Part B or Part D. The decision depends upon such factors as patient 
diagnosis, timing of treatment, use of durable medical equipment and the loca-
tion of dispensing the medication. Often, Part D plans will delay approval of 
these ‘‘overlap’’ medication under a prior authorization restriction until addi-
tional information is obtained. This delays the beneficiary from receiving the 
medication in a timely manner, and provides substantial unnecessary burden 
on both the pharmacist and the prescribing physician. Recently, MedPAC 6 has 
recommended that Congress direct CMS to identify selected Part B and Part D 
overlap drugs and direct plans to always cover them under Part D. Further-
more, MedPAC indicated that the identified drugs should be low cost and cov-
ered under Part D most of the time. The College supports this recommendation. 

• Congress should pass legislation to permit coverage for appropriate 
preventive vaccines under Medicare Part B instead of Part D and not 
include the cost of these vaccines within the Medicare sustainable 
growth rate (SGR) calculation. The Medicare Modernization Act specified 

VerDate Nov 24 2008 01:21 May 14, 2009 Jkt 047757 PO 00000 Frm 00155 Fmt 6633 Sfmt 6621 E:\HR\OC\A757A.XXX A757Aw
w

oo
ds

2 
on

 P
R

O
D

1P
C

60
 w

ith
 H

E
A

R
IN

G



152 

7 MedPAC. Issues in Medicare coverage of drugs. Report to Congress: Promoting Greater Effi-
ciency in Medicare (June 2007). Accessed at http://medpac.gov/chapters/Jun07—Ch07.pdf on 19 
June 2007 

that all new preventive vaccines be covered under Medicare Part D. This legis-
lation did not affect the three preventive vaccines that were already covered 
under Medicare Part B, i.e. hepatitis B, pnuemoccocal and influenza vaccine. 
Physicians, medications suppliers and beneficiaries are all familiar with the 
well established methods of paying for the vaccines and its administration 
under Medicare Part B. While various approaches have been suggested (delivery 
through a specialty pharmacy, use of a web portal), there is no proven effective 
method to pay providers for the cost of the vaccine and its administration 
through the Part D plans. This problem has recently been highlighted by the 
introduction of a herpes-zoster vaccine into the market place. In most cases, 
beneficiaries who currently want this vaccine are required to pay their physi-
cian the full cost of the vaccine (approximately $200) and then attempt to be 
reimbursed for this cost by the Part D plan. This is clearly not an efficient 
method, and places the beneficiary at substantial risk of not receiving adequate 
reimbursement from the plan. Furthermore, our members have reported on ben-
eficiary reluctance to follow their advice to take this preventive vaccine due to 
the high, up-front and at risk expense. In response to this problem, MedPAC 
has recently recommended that Congress should permit coverage for appro-
priate preventive vaccines under Medicare Part B instead of Part D.7 The Col-
lege supports this recommendation that will increase access to these newly ap-
proved preventive vaccines with the additional stipulation that the costs of 
these medications are not included as part of the Medicare sustainable grow 
rate (SGR) calculation used to determine rates under the Medicare Physician 
Fee Schedule. These costs should not contribute to the unrealistic more than 
40 % cut in physician fees already projected from the faulty and ineffective SGR 
methodology over the next decade. 

In summary, the addition of prescription drug coverage to the Medicare benefit 
significantly contributes to improved health and quality of life for our senior and 
disabled Americans. The College believes that the implementation of the following 
recommendations will further ensure that access to these important medications is 
available to all beneficiaries and that the most effective medication is received in 
a timely manner. These recommendations are: 

• Congress should pass legislation to facilitate increased enrollment for 
the Part D low income subsidy (LIS). 

• Congress should pass legislation to make the Part D benefit less com-
plex and provide both beneficiaries and their physicians with more es-
sential information to make plan choice and treatment decisions. More 
specifically, it is recommended that: 

• Congress should consider legislation to reduce the number of plan 
choices available to beneficiaries. 

• Congress should provide the Centers for Medicare and Medicaid Serv-
ices (CMS) with the authority (including the ability to enact financial 
penalties) to ensure that all Part D plans make all essential formulary 
information, including prior authorization and utilization management 
information, easily accessible at least through placement on their web 
site and through contact with a designated plan representative. 

• Congress should provide increased funding to the State Health Insur-
ance Assistance Programs (SHIPs) in each state. Congress should pass 
legislation to improve the Part D benefit’s exception and appeals proc-
ess. More specifically, it is recommended that: 

• Congress should pass legislation to simplify and make more uniform 
the exceptions and appeals process. 

• Congress should provide CMS with the authority to ensure that bene-
ficiaries receive essential information in a timely manner to challenge 
a plan’s coverage decision. 

• Congress should pass legislation that requires plans to give deference 
to the supporting statement of the medical expert. 

• Congress should pass legislation that provides Part D covered bene-
ficiaries with increased access to ‘‘off-label’’ use medications. 

• Congress should direct CMS to identify selected Part B and Part D 
overlap drugs and direct plans to always cover them under Part D. 

• Congress should pass legislation to permit coverage for appropriate 
preventive vaccines under Medicare Part B instead of Part D and not 
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include the cost of these vaccines within the Medicare sustainable 
growth rate (SGR) calculation. 

f 

Statement of Assisted Living Federation of America 

Mr. Chairman and members of the Subcommittee, thank you for allowing me to 
submit this written testimony. 

In 2003, Congress enacted one of the most substantive changes to Medicare in re-
cent memory, the Medicare Modernization Act (MMA). The prescription drug benefit 
(Part D) contained within the MMA has been well documented in providing access 
and affordability of prescription medicines to America’s seniors. However, while Part 
D has brought control over their own health care into many seniors’ own hands, 
Part D needs one significant change that will benefit over 100,000 seniors. 

Recognizing the vulnerability of very low-income people living in long-term care 
settings such as nursing homes, The U.S. Congress exempted ‘‘dual eligibles’’ (people 
eligible for both Medicare and Medicaid) living in nursing homes from any co-pay-
ment for Part D prescription drugs. 

Unfortunately, the MMA did not eliminate co-payments for dual eligible residents 
of assisted living, even though the residents of assisted living communities are usu-
ally ‘‘nursing-home eligible’ by definition and have similar needs for medications. 
That is, while the individual living in a nursing home is exempt from co-payments 
for Part D prescription drugs, the individual living in an assisted living community 
is forced to pay the same co-payments for the same Part D prescription drugs. 

Like nursing home residents on Medicaid, the over 100,000 assisted living resi-
dents (dual eligible) have very limited financial resources. Their personal needs al-
lowances average $60 a month. For many of these assisted living residents, the 
amount of their Part D co-payments exceeds their monthly personal needs allow-
ances. 

Residents in nursing homes and assisted living use a similar number of prescrip-
tions—approximately 8–10, according to recent studies. Even Part D co-payments of 
$1-$5 per prescription can present financial hardships for dual eligible assisted liv-
ing residents, and, as we have heard from communities across the country, could 
impede people from receiving needed medications. 

More and more, seniors are looking to assisted living as their preferred senior 
housing option. Time and again, we hear from seniors who are concerned about 
being forced to receive their long term care in an institutional setting such as a 
nursing home. As it stands, the MMA is effectively punishing those dual eligible 
seniors who have chosen assisted living—a community based alternative to nursing 
homes. 

Congressional staff from both sides of the aisle have indicated to us that the in-
consistency in the MMA described above occurred for no other reason than simple 
oversight on the part of proponents of this meaningful legislation. 

The stated focus of this hearing was to focus on Medicare Part D, ongoing bene-
ficiary protection issues in the new program, and possible statutory changes nec-
essary to improve the program for beneficiaries and taxpayers. 

Mr. Chairman and members of the Subcommittee: It is not often that we have 
an opportunity to go back and correct a mistake. You have, however, an opportunity 
to do just that. Over 100,000 dual eligible seniors in assisted living would be grate-
ful for your swift action to provide this relief with a simple statutory change that 
corrects this oversight. 

Thank you again for this opportunity. 

f 

Statement of Consumers Union 

Thank you for holding today’s hearing on Beneficiary Protections in Medicare Part 
D. 

Consumers Union supports a number of improvements in the operation of the pro-
gram that will help consumers deal with the confusing array of choices and adminis-
trative complexities in the current law. 

But there is one key consumer protection that simply has not received enough at-
tention—the apparent ‘bait and switch’ occurring for some beneficiaries when it 
comes to plan prices. Our research the past 19 months has found that even though 
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1 Lipitor 10mg; Altace 10 mg; Celebrex 200 mg; nifedipine ER 30 mg; Zoloft 100 mg. 
1 The Long Term Care Pharmacy Alliance (LTCPA) represents the nation’s major long-term 

care pharmacy providers. Together, LTCPA’s members serve more than 1.5 million people—in-
cluding more than two-thirds of all nursing facility residents—through networks of nearly 500 
pharmacies nationwide. 

an individual may shop for a plan to find the best coverage for the drugs they take, 
the plan they select may dramatically increase its prices the following year, and the 
beneficiary is helpless because they are locked into that plan. 

Consumers Union has been monitoring the price of five randomly selected 
drugs[1] in a zip code in five of the most populous states since December, 2005, and 
we continually see dramatic swings in the price of that package of drugs to con-
sumers. 

We looked at 60 plans in Texas zip 75135 that offered coverage in February 2007 
and what the estimated annual cost to an enrollee was for those same drugs this 
June. Thirty-two (32) plans increased in cost, 20 stayed the same, and 8 decreased. 
The average increase was $195, with the range of changes varying between $3 and 
$480. A 480 increase is equivalent to a 19.8% increase in just one third of a year. 
While most of the plans increased in cost, a few decreased. Of the eight plans that 
decreased in cost, most only had minor changes, although there were two high- 
priced plans that decreased by about 25%. 

In New York zip 00501, there were 61 plans offering coverage in February 2007 
and we followed these plans until June. Thirty-five (35) plans increased in cost, 17 
stayed the same, and 9 decreased. The average increase was $178, with the range 
of changes varying between $2 and $603. For the plan that increased $603, this is 
equivalent to a 26% increase. As in the case with Texas, most of the plans increased 
in cost, and only a few decreased. The majority of the plans that decreased in cost 
had minor price changes, the largest being 7.7%. 

The good news is that some plans do not increase prices. Consumers need to know 
which plans offer the most price stability. We believe CMS needs to do a better job 
in monitoring, disciplining and not renewing those plans that offer a low price in 
the fall open enrollment season, yet raise the price on a package of commonly pre-
scribed drugs in the following months at a rate higher than medical inflation. 

We urge you to consider legislation to require plans to tell consumers what the 
price change has been during the year on a package of the 100 most commonly pre-
scribed generics and 100 most commonly prescribed brands.1 Plans which increase 
costs on this broad package of drugs more than a certain percentage—such as the 
medical economic index—should not be permitted to renew in the following plan 
year. Another option is to allow people who enroll in a plan which has large price 
increases to leave at any time and join another plan with more price stability. 

These measures would greatly enhance consumers’ ability to make cost-effective 
choices in selecting a Medicare Part D plan. And they also would hold plans ac-
countable for controlling spiraling drug costs. Thank you for your consideration of 
these views. 

Sincerely, 
William Vaughan 

Senior Policy Analyst 
With an exceptions process, of course, for unavoidable plant closures and supply 

disruptions due to accident, disasters, etc. 

f 

Statement of Long Term Care Pharmacy Alliance 

INTRODUCTION 
Chairman Stark, Ranking Member Camp, and Distinguished Members of the Sub-

committee, the Long Term Care Pharmacy Alliance (LTCPA) 1 mmends your leader-
ship in holding this important hearing to address issues related to beneficiary pro-
tections in Medicare Part D plans. LTCPA appreciates the opportunity to share the 
experiences and perspectives of its member pharmacies as the Committee considers 
ways to strengthen the Part D program for beneficiaries. 

More than 1.6 million Medicare beneficiaries reside in long-term care (LTC) facili-
ties nationwide. These patients, who can no longer care for themselves, are among 
the most vulnerable individuals served by the new Medicare drug benefit program. 
They are typically older, may suffer multiple chronic conditions, and are frequently 
cognitively impaired. 
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LTCPA’s member pharmacies dispense medications and provide specialized serv-
ices tailored to the needs of patients in nursing homes, assisted living facilities, hos-
pice programs, and similar institutional sites of care. Since passage of the 2003 
Medicare Modernization Act (MMA), LTC pharmacies have been working with 
health care professionals, patient advocates, private plans and the Centers for Medi-
care and Medicaid Services (CMS) to make the new Medicare drug benefit respon-
sive to the needs of this frail elderly population. 

Congress largely tasked CMS with defining the details of this benefit for the LTC 
segment of the Medicare population. The Agency has made considerable strides, op-
erating within its understanding of its existing authorities, to make the Medicare 
Part D program ‘‘work’’ for beneficiaries residing in LTC facilities. However, LTC 
residents continue to face significant challenges in obtaining full access to medically 
necessary drugs under Part D. 

To strengthen the Medicare drug benefit in the LTC setting, LTCPA respectfully 
submits the following recommendations for consideration. We look forward to work-
ing closely with members of the Ways and Means Committee in improving protec-
tions for Medicare beneficiaries under Part D. 

RECOMMENDATIONS 
I. LTC Standards For Part D Plans 

In implementing the new drug benefit, CMS has relied heavily on subregulatory 
guidance to encourage plans to comply with its stated policies. In March 2005, the 
Agency released two guidance documents designed to make Part D more responsive 
to the particular needs of enrollees residing in LTC settings: 

• Long-Term Care Guidance—Established ten core service and performance cri-
teria for LTC pharmacies participating in plans’ networks, and encouraged 
plans to incorporate these criteria into their contracts with LTC pharmacies. 

• Transition Guidance—Established appropriate procedures for plans to ensure 
patients have access to needed medications upon entering a LTC facility. 

These guidance documents include important protections for patients; however, 
they do not have the force of regulation or law. Plans’ compliance may lessen as the 
program matures and Part D payments change or the guidance becomes ‘‘lost to his-
tory’’ over time. 

Recommendation: LTCPA urges the Subcommittee to codify CMS guidance 
documents as enforceable standards for Part D plans serving LTC resi-
dents. 

II. Assistance For LTC Residents 
More than 70 percent of LTC residents are dually eligible for Medicare and Med-

icaid. These dual eligible beneficiaries were randomly auto-enrolled into Part D 
benchmark plans if they did not select a plan on their own. 

However, Part D benchmark plans in each region vary widely in their coverage 
of drugs commonly dispensed to nursing home residents. In every region, there are 
benchmark plans that either do not have several common drugs on formulary or 
that subject them to drug utilization management controls, including prior author-
ization. 

While LTC residents are eligible for a special enrollment period (SEP) to change 
plans, most do not know about this provision. Many also lack the cognitive ability 
or knowledge to evaluate complex plan offerings, but do not have a guardian or fam-
ily member nearby to help. 

Unfortunately, CMS Marketing Guidelines currently bar health care professionals 
(including physicians, nurses and pharmacists) from providing advice to nursing 
home residents in selecting a specific Part D plan. Further, CMS defines nursing 
homes as ‘‘non-benefit providing third parties’’ and prohibits nursing home adminis-
trators and staff from discussing specific plans with their residents. 

This rule simply defies common sense. Nursing home staff and patients’ physi-
cians are most likely to know which Part D plans in a given region offer appropriate 
coverage for residents of LTC facilities. Absent an effective ‘‘gag order’’ from CMS, 
professional caregivers in nursing homes are well equipped to provide objective in-
formation about coverage options to residents who enter the facility, become eligible 
for Medicare, or desire to change plans. 
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Recommendation: LTCPA urges the Subcommittee to authorize nursing fa-
cility caregivers and staff and residents’ physicians to assist LTC resi-
dents in Part D plan selection and enrollment. 

III. Immediate Enrollment for LTC Residents 
Current CMS regulations treat LTC residents identically to other beneficiaries for 

enrollment purposes under Part D. That is, if a beneficiary enrolls in a new Part 
D plan, the new enrollment is effective the first of the following month. Prior to the 
Part D program, however, Medicaid drug coverage for dual eligibles residing in 
nursing facilities took effect on the date of application. 

The CMS rule is highly problematic for LTC residents, because medication needs 
significantly change between the ambulatory and nursing home setting. A bene-
ficiary will frequently change plans in that situation, forcing both the LTC facility 
and the LTC pharmacy to deal with a variety of different formularies and different 
drug utilization management procedures during the course of a single month. 

These administrative hurdles put nursing facilities at risk for citations for failure 
to provide all necessary medications. LTC pharmacies also are at risk for failing to 
undertake their contractual obligations to provide prescription medications to resi-
dents in a timely fashion. 

Recommendation: LTCPA urges the Subcommittee to establish a process for 
Medicare Part D coverage to begin immediately upon plan enrollment 
for beneficiaries entering a LTC facility and for LTC residents who 
change their plan enrollment. 

IV. Protections For Assisted Living Residents 
In its regulations implementing Part D, CMS incorporated a preexisting definition 

of ‘‘long-term care facility.’’ This definition did not include assisted living facilities, 
and citing a lack of statutory authority, the Agency did not expand its scope. 

As a result, assisted living residents lack the same protections extended to nurs-
ing home residents under Part D. Yet dual eligible residents of assisted living facili-
ties are also low-income and lack the resources to make co-payments under Part D. 
While they may be able to function in a less restrictive care setting, many assisted 
living residents nonetheless require specialized pharmacy services to meet their 
complex medication needs. 

CMS has correctly recognized that many residents of assisted living facilities re-
quire the same core service and performance standards reflected in its Long-Term 
Care Guidance. Likewise, the Agency and federal policy-makers have actively pro-
moted home and community-based services as an alternative to care in nursing fa-
cilities. 

Recommendation: LTCPA urges the Subcommittee to extend Part D’s ex-
emption from co-payments to include Medicare beneficiaries residing 
in assisted living. 

V. LTC Pharmacy Access 
Part D plans are not currently required to demonstrate that they have an ade-

quate LTC pharmacy network with the experience, capacity, and contractual access 
to beneficiaries to fully serve all LTC residents in a given region. While CMS used 
the TriCare standards to establish network adequacy criteria for retail pharmacies 
serving ambulatory beneficiaries, the Agency did not set mandatory, quantifiable 
standards for plans’ LTC pharmacy networks. 

Instead, CMS simply asks that the plans ‘‘attest’’ they have sufficient numbers 
of pharmacies in their network that could meet certain performance and service cri-
teria. Moreover, the current LTC pharmacy access standard fails to include the 
Agency’s own definition of a LTC pharmacy as ‘‘a pharmacy owned by or under con-
tract with a LTC facility to provide prescription drugs to the facility’s residents’’ in 
its regulations. 

CMS cannot currently confirm whether the pharmacies in a plan’s LTC network 
can adequately serve the number of LTC pharmacy beds in the region, or whether 
those pharmacies have any actual experience providing services to residents of LTC 
facilities. 
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Recommendation: LTCPA urges the Subcommittee to establish a LTC net-
work adequacy standard to ensure all Part D plans have the capacity 
to serve at least 90 percent of their enrollees who reside in LTC facili-
ties. 

VI. Protecting LTC Beneficiaries From Improper Cost-sharing 
Under Part D, dual eligible beneficiaries residing in LTC facilities are exempt 

from paying co-payments for their prescription drugs. However, since the launch of 
Part D, and continuing today, CMS has failed to accurately identify large numbers 
of dual eligible LTC residents and provide complete and accurate data to Part D 
plans. Some pharmacies report that CMS and Part D plan databases continue to 
fail to identify as many as 20 percent of dual eligible beneficiaries in some nursing 
homes, and there is little evidence that progress is being made to reduce that failure 
rate. 

As a result, most Part D plans have improperly assessed co-payments for prescrip-
tion drugs provided to large numbers of dual eligible LTC residents. Those co-pay-
ments have been—and continue to be—withheld from payments owed by Part D 
plans to LTC pharmacies. To date, tens of millions of dollars have been wrongly 
withheld. LTC pharmacies have sought to collect the unpaid amounts directly from 
Part D plans, recognizing that dual eligible LTC residents are not liable for co-pay-
ments. Given the enormous financial strain of carrying this debt, however, the situ-
ation has become untenable for LTC pharmacies and must be resolved. 

CMS has advised plans that they can accept a LTC pharmacy’s ‘‘best available 
evidence’’ that a beneficiary is a dual eligible LTC resident in order to resolve co- 
payment claims. Such evidence could include a Part D enrollee’s Medicaid and Medi-
care numbers, the date the beneficiary entered the LTC facility and an attestation 
from the LTC pharmacy that it did not collect a co-payment. 

Unfortunately, CMS has failed to develop and enforce clear procedures for using 
‘‘best available evidence’’ to resolve past claims and to prevent wrongly assessed co- 
payments in the future. As a result, most Part D plans have not acted on the Agen-
cy’s guidance, and LTC pharmacies have had very limited success in recovering im-
properly withheld co-payments from Part D plans. 
Recommendation: LTCPA urges the Subcommittee to direct CMS to develop 

and implement procedures to identify dual eligible LTC residents who 
are exempt from cost-sharing and to protect those beneficiaries from 
improperly assessed co-payments. 

VII. LTC Plan Quality 
CMS collects data from Part D plans on a number of variables (e.g., aggregate 

counts of the number of exceptions requests, grievances, etc.). The Agency relies on 
the data to report to Congress on various aspects of the ongoing implementation and 
operation of the Part D program. 

However, the MMA did not require any separate reporting by CMS or the plans 
regarding Part D services to LTC residents. Neither CMS nor the plans currently 
report the number of enrollments and disenrollments, the number of LTC residents’ 
exceptions requests that were approved or disapproved, or the number of appeals 
and grievances filed in the LTC setting. 
Recommendation: LTCPA urges the Subcommittee to direct CMS to collect 

data and report annually to Congress on the quality of Part D plans’ 
drug coverage for LTC residents. 

CONCLUSION 
LTCPA makes the following recommendations to strengthen Part D in the LTC 

setting: 
• Codify CMS guidance documents as enforceable standards for Part D plans 

serving LTC residents; 
• Authorize nursing facility administrators and staff and patients’ physicians to 

assist LTC residents in Part D plan selection and enrollment; 
• Establish a process for Medicare Part D coverage to begin immediately upon 

plan enrollment for beneficiaries entering a LTC facility and for LTC residents 
who change their plan enrollment; 

• Extend Part D’s exemption from co-payments to include Medicare beneficiaries 
residing in assisted living facilities; 

• Establish a LTC network adequacy standard to ensure all Part D plans have 
the capacity to serve at least 90 percent of their enrollees who reside in LTC 
facilities; 
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1 Administration on Aging, U.S. Department of Health and Human Services, Older Adults and 
Mental Health: Issues and Opportunities, 2001, p. 9. 

2 Medicare Rights Center, Medicare Facts and Faces, October 2001. 
3 The Henry J. Kaiser Family Foundation, Understanding the Health-care Needs and Experi-

ences of People with Disabilities: Findings from a 2003 Survey, December 2003, p. 4. 
4 Ibid. 
5 American Psychiatric Institute for Research and Education, The Impact of Medicare Part D 

on Medication Access and Continuity: Preliminary Findings from a National Study of Dual Eli-
gible Psychiatric Patients. 

• Direct CMS to develop and implement procedures to identify dual eligible LTC 
residents who are exempt from cost-sharing and to protect those beneficiaries 
from improperly assessed co-payments; and 

• Direct CMS to collect data and report annually to Congress on the quality of 
Part D plans’ drug coverage for LTC residents. 

The nation’s LTC pharmacies are committed to ensuring the safe and timely de-
livery of necessary medications and specialized pharmacy services to their patients. 
To that end, LTCPA welcomes the opportunity to work with members of the Ways 
and Means Committee to improve Medicare prescription drug coverage for bene-
ficiaries residing in LTC facilities. 
Submitted by: 
Darrell McKigney 
Acting Executive Director 
Long Term Care Pharmacy Alliance 

f 

Statement of Mental Health America 

Mental Health America is dedicated to helping all people live mentally healthier 
lives. Our network of over 320 state and local affiliates nationwide includes advo-
cates, consumers of mental health services, family members of consumers, providers 
of mental health care, and other concerned citizens—all dedicated to improving 
mental health care and promoting mental wellness. Last November, we changed our 
name from the National Mental Health Association to Mental Health America in 
order to better communicate how fundamental mental health is to overall health 
and well-being. 

Many Medicare beneficiaries struggle with mental illnesses, often alone and with-
out medications that have proven widely effective and that would likely ease their 
symptoms and lead to recovery. Some 20 percent of older Americans experience 
mental disorders, such as anxiety disorders, mood disorders (including depression 
and bipolar disorder), and schizophrenia.1 However, two-thirds of older adults living 
in the community who need psychiatric services do not receive them.2 Furthermore, 
individuals receiving Medicare because of a disability also frequently experience 
mental illness. According to a survey by the Kaiser Family Foundation, psychiatric 
disorders, such as schizophrenia, bipolar disorder, and depression, were the second 
most commonly reported conditions among beneficiaries with disabilities,3 and over 
two-thirds of Medicare beneficiaries with disabilities say they often feel depressed.4 
Strengthen Protection for Six Drug Classes of Clinical Concern 

We strongly support the policy established in sub-regulatory guidance by the Cen-
ters for Medicare and Medicaid Services (CMS) directing Medicare Part D prescrip-
tion drug plans to cover all or substantially all medications in six key categories, 
including anti-depressants, anti-psychotics, and anti-convulsants. However, not all 
beneficiaries in need of these medications have benefited from this policy presum-
ably due to a failure by certain plans to abide by this sub-regulatory guidance. Fail-
ure of this policy to function as intended has had a particularly harmful impact on 
dual eligible beneficiaries. A recent survey by the American Psychiatric Institute for 
Research and Education (APIRE) of psychiatrists treating dual eligibles found that 
in 2006 over half of the dual eligible psychiatric patients studied had at least one 
problem accessing their medications and 69 percent of patients with access problems 
experienced a significant adverse clinical event, such as an emergency room visit, 
hospitalization, homelessness, or incarceration in jail or prison (compared to 40 per-
cent among patients with not access problems).5 

Clearly, this policy requiring coverage of the six key classes must be strengthened 
to improve plan compliance. Moreover, because this policy has been established 
through sub-regulatory guidance it must be renewed every year which gives the 
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Part D plans the opportunity to exert substantial pressure on CMS each year to re-
voke this critical protection. We urge the Committee to develop and work toward 
enactment of legislation codifying the protections CMS has established for the key 
drug classes of clinical concern. 

Comprehensive coverage of medications in these categories is crucial because of 
the often idiosyncratic responses to different medications within these classes, which 
are based on a wide range of individual factors. The effect of these drugs can vary 
based on the age of the individual consumer, their genetic and cultural background, 
whether the consumer has any co-occurring illnesses, and even variations in meta-
bolic rate. These medications can have distinctive effects on cognitive functioning 
that vary among individuals and cause idiopathic side-effects that greatly influence 
medication tolerability in individual consumers. As a result, these drugs are not 
generally interchangeable and not suitable for common utilization management 
techniques that focus solely on cost. 

Thus, we are concerned by several of the exceptions CMS has made to the policy 
regarding the six key classes. We are concerned, in particular, by the exception to 
allow plans to exclude medications when another medication with the same active 
ingredient is included on the plan’s formulary. Medications that share the same ac-
tive ingredients often have differing side effects, profoundly affecting whether a con-
sumer continues treatment. We also oppose the exception to allow plans to exclude 
extended release versions of these protected classes of medications. Extended re-
lease versions of psychotropic medications can greatly facilitate adherence to treat-
ment regimens by reducing the frequency or severity of the side effects associated 
with some of these medications—side effects that can themselves be disabling. 

In addition, we have urged CMS to prohibit or severely limit the application of 
dosage or quantity limits to medications in the protected classes. Quantity limits on 
mental health medications can have particularly harmful effects on consumers. 
Even a small decline in the use of mental health medications can cause deteriora-
tion of an individual’s health and increased emergency room visits. 

Finally, we strongly support the CMS policy that plans must not apply prior au-
thorization or step therapy requirements to beneficiaries already taking these pro-
tected medications, and that plans are to assume an enrollee is already taking a 
medication if it cannot be determined at the point of sale whether they are request-
ing a refill or a new fill of a prescription. Adherence to this policy by Part D plans 
is vitally important to prevent beneficiaries from being forced to switch mental 
health medications which can have serious adverse effects. However, the APIRE 
survey found that approximately 28 percent of the dual eligible psychiatric patients 
studied were previously stabilized on a medication but had to switch to a different 
medication than was clinically desirable. Thus, we urge the Committee to include 
in legislation codifying the protections for the six key drug classes, restrictions on 
the use of prior authorization and step therapy requirements with these medica-
tions. 
Repeal Exclusion of Benzodiazepines and Barbiturates from Part D 

Although anti-depressants, anti-psychotics, and anti-convulsants are essential cat-
egories of medications for treating mental illnesses, there are other psychotropic 
medications that are also commonly used to treat mental disorders, including 
benzodiazepines and barbiturates. Unfortunately, the Medicare Modernization Act 
excluded coverage of these medications from the Part D benefit. Benzodiazepines are 
highly effective treatments for acute anxiety in the elderly, for panic disorders, and 
for short term treatment of insomnia. Abrupt discontinuation of these medications 
can result in severe withdrawal symptoms. The APIRE survey found that 28 percent 
of patients studied had problems accessing benzodiazepines and 38 percent of these 
patients were hospitalized. Thus, we urge the Committee to act on legislation re-
pealing the exclusion of benzodiazepines and barbiturates from the Part D benefit. 

Although most states cover benzodiazepines and barbiturates through their Med-
icaid programs for duals eligibles, requiring these very low-income, vulnerable bene-
ficiaries to use a different program just to access these particular medications is 
very confusing and many will not be aware of this special provision for these medi-
cations. In addition, this approach creates additional administrative barriers to ac-
cessing these medications. And, finally, although most states do cover 
benzodiazepines and barbiturates for some Medicaid beneficiaries, many limit this 
coverage only to those who are categorically eligible and thus exclude the medically 
needy population who spend down their incomes on medical expenses to become eli-
gible for Medicaid. In addition, some states do not cover all benzodiazepines and 
barbiturates. 

We commend Chairman Stark and other members of the Committee for your lead-
ership in introducing legislation to address the shortcomings in mental health care 
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under Medicare and urge you to build on those efforts by codifying into law the CMS 
policy requiring Part D plan coverage of all medications in the six drug classes of 
clinical concern and by repealing the exclusion of benzodiazepines and barbiturates 
from Part D. 

f 

Statement of National Association of Drug Chain Stores, 
Alexandria, Virginia 

Beneficiary Protections in Medicare Part D 
Chairman Stark, Ranking Member Camp, and members of the House Ways and 

Means Subcommittee on Health, the National Association of Chain Drug Stores 
(NACDS) is pleased to submit this statement for this important hearing on current 
beneficiary protections in the 

Medicare Part D prescription drug program. NACDS represents companies that 
operate more than 35,000 community retail pharmacies in the United States. We 
are the primary providers of pharmacy services to Medicare beneficiaries. 

NACDS believes that the new Medicare Part D prescription drug benefit has 
helped to provide prescription drug coverage for millions of seniors who previously 
didn’t have such coverage. We are also pleased that many of the pharmacists that 
work in chain-operated pharmacies have helped to make this program a success by 
educating beneficiaries about the program. Many pharmacies have also weathered 
some difficult implementation issues in the early days of the program. However, 
NACDS will continue to work with Congress and CMS to enhance the operation of 
the program for beneficiaries and pharmacists. We would like to make specific sug-
gestions to the Committee on improvements we believe should be made to the pro-
gram. 
Establish ‘‘Rolling’’ Beneficiary Enrollment Time Frame 

There is nothing more frustrating for a beneficiary or a pharmacist than being 
unable to provide prescription services to a Medicare beneficiary who is waiting at 
the pharmacy counter. Yet, a particular enrollment rule in the existing Part D pro-
gram has the effect of making it difficult for pharmacists to provide prescription 
services in certain situations. 

That is because beneficiaries are able to access their Part D benefit on the first 
day of the next month after they enroll, no matter how late in the previous month 
they join a Part D plan or switch plans. Thus, a beneficiary who enrolls in a plan 
during the last week of the month would expect to have his or her prescriptions 
filled in a pharmacy by the first day of the next month, and have those prescriptions 
paid for by the plan that he or she just joined. 

However, it is unrealistic to expect that CMS and the chosen plan can process the 
beneficiary’s application, confirm eligibility, and provide information to the plan and 
the CMS eligibility verification systems—so that it is in the pharmacy system—in 
such a short timeframe. 

Right now, it is supposed to take approximately 10 to 14 days from the time of 
enrollment in a plan, until the time that the data are available to the pharmacist. 
Even if this timeframe is reduced, it would remain virtually impossible for impor-
tant beneficiary billing information to be in pharmacy systems by the first of the 
month if a beneficiary enrolls in a plan in the last week of the previous month. Such 
expectations are unfair to the beneficiary, unfair to the pharmacist, and will un-
doubtedly create delays in a patient receiving his or her medication. Thus, it is es-
sential that there be more time between the submission of an application to a Part 
D plan and the time that the enrollment and billing information can be obtained 
and active at the pharmacy. 

We believe that CMS should consider making enrollments effective at the time 
that the plan delivers all necessary billing information to the beneficiary, particu-
larly the standard identification card. This might require that a minimum enroll-
ment processing window be established (such as 15 or 30 days), which would allow 
sufficient time for the plan to process the application, determine eligibility for any 
low-income subsidies, and ensure that the beneficiary receives all the enrollment in-
formation, including the identification card. If plans can deliver that information to 
a beneficiary more rapidly than this time enrollment processing time period, then 
the enrollment would become effective sooner. Plans should be required to compete 
on this aspect of benefit design so that beneficiaries would be able to use this as 
another criterion in selecting a plan. 
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We believe that this enrollment rule for Part D plans should apply to beneficiaries 
that enroll during the annual coordinated election periods, during special enrollment 
periods (such as the dual eligibles who can switch plans each month) and contin-
uous enrollment periods. 
Assure Beneficiaries’ Access to Retail Pharmacies 

The Medicare Modernization Act (MMA) requires Part D plans to allow ‘‘any phar-
macy’’ that is willing to meet the plan’s terms and conditions to participate in its 
network at the time that the pharmacy is willing to do so. Therefore, we do not be-
lieve that a plan can create a term or condition of participation in its contract that 
requires the pharmacy to join the network by a certain date or risk being ‘‘locked- 
out’’ of the network for the full plan year. Because we understand that some plans 
are not allowing ‘‘any willing pharmacy’’ to participate, and since CMS has not 
made a final determination on this matter, we urge Congress to clarify the intent 
of this provision. 

We believe that a previous refusal by a pharmacy of an offer to participate, or 
the expiration of such an offer, shall not be grounds to exclude a pharmacy from 
participation in a plan’s network. In terms of assuring beneficiary access to retail 
pharmacies, this is an important provision because there are several situations in 
which a retail pharmacy, which may or may not have been given the chance to par-
ticipate in the establishment of the network, may want to join the plan’s network. 

These situations include where the pharmacy has changed ownership; the phar-
macy may be new; the rates paid by the plan may have changed since the original 
contract was proposed, making it more feasible for the pharmacy to participate; new 
beneficiaries might have moved into the area which want to use the pharmacy, but 
the pharmacy did not choose to originally participate in the plan; the number of 
beneficiaries enrolled in the plan has increased because enrollment is higher than 
expected or other plans have left the area, increasing the number of beneficiaries 
that want to use the retail pharmacy. There are likely other situations. 

We also believe that it was the intent of Congress to require that only preferred 
network retail pharmacies count toward meeting the TRICARE pharmacy access re-
quirements, not all pharmacies under contract to the plan’s network. However, CMS 
is allowing plans to count both preferred and non preferred retail pharmacies to-
ward meeting the TRICARE standards. 

Because of the higher cost sharing differentials that plans can establish between 
non preferred and preferred pharmacies, we believe that this CMS interpretation 
can financially disadvantage Medicare beneficiaries if the local retail pharmacy clos-
est to them is designated as a non preferred pharmacy. For this reason, we also sup-
port a provision in the PhAIM Act that would require plans, in meeting the 
TRICARE standards, to only count in-network preferred pharmacies. 
Assure Beneficiaries Can Obtain ‘‘Extended’’ Quantities of Medications at 

Retail Pharmacies 
Given the fair choice of obtaining their prescription medications at a retail phar-

macy or a mail order pharmacy, beneficiaries overwhelmingly choose their local 
community retail pharmacy. We find this factor especially important among older 
Americans, who appreciate the opportunity to talk face to face with their pharmacist 
about their health care and their medications. 

It is for this reason that we believe Congress intended that Medicare beneficiaries 
should be able to obtain an extended day supply of Part D medications (such as a 
90 day supply) at their local retail pharmacy if they wanted to do so. Moreover, Con-
gress said in MMA that any difference in charge between obtaining this prescription 
at a retail pharmacy as compared to a mail order pharmacy would be borne by the 
beneficiary. It is important to note that beneficiaries do not pay more cost sharing 
at retail pharmacies than they do at a mail order pharmacy for a 90-day supply of 
medication if the retail pharmacy accepts the rate that the Part D plan pays the 
mail order firm for the 90-day supply. If the pharmacy cannot accept the mail order 
rate, but negotiates a higher rate with the plan, then the beneficiary pays the dif-
ference in charge—as required by the MMA—and that should be the beneficiary’s 
choice. 

However, this provision is not being implemented consistent with Congressional 
intent. CMS is not requiring plans to allow any retail pharmacy in their networks 
to provide an extended day supply of medication. CMS only requires plans to in-
clude a sufficient number of retail pharmacies in their networks to provide bene-
ficiaries ‘‘reasonable’’ access to a 90 day supply. However, there is no public stand-
ard for what constitutes ‘‘reasonable access.’’ CMS has said that they are monitoring 
‘‘complaints’’ from beneficiaries regarding whether they cannot obtain an extended 
day’s supply at a retail pharmacy. 
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But, this lack of an ‘‘objective’’ standard creates uneven access for beneficiaries 
among plans in terms of obtaining a 90 day supply at their retail pharmacy. More-
over, in spite of our urging them to do so, CMS has not published any data about 
the percentage of all network retail pharmacies in each plan that are under contract 
to provide an extended day supply. Beneficiaries should be able to obtain a 90-day 
supply of medication from any retail pharmacy that is willing to dispense these 
quantities. The current CMS policy unfairly penalizes beneficiaries who want to ob-
tain their extended day supply from their retail pharmacies. 

In addition, to reduce confusion for the beneficiary and help them compare bene-
fits among Part D plans, CMS also needs to create a standard definition of ‘‘ex-
tended day’’ supply of medication. Some plans define ‘‘extended’’ supply as any 
quantity of drug exceeding a 31 day supply, some define it as any quantity exceed-
ing a 34 day supply, while other use a 90 day supply. NACDS believes that only 
a 90 day supply of medication or greater should be considered an ‘‘extended day’’ 
supply. 
Require Prompt Payment and Electronic Funds Transfer (EFT) 

Many retail pharmacies have experienced—and are still experiencing—significant 
financial difficulties as a result of the transformation of many of their patients to 
Medicare Part D plans, which generally have ‘‘lower, slower’’ payments for prescrip-
tions. While we may not want Congress or the Secretary to dictate specific reim-
bursement rates for pharmacies, we believe there are certain steps that plans and 
CMS can take to help improve the cash flow for all pharmacies. 

For example, we believe that plans should be required to pay retail pharmacies 
promptly for ‘‘clean’’ Part D prescription claims that are submitted to the plans (14 
days for claims filed electronically and 30 days for all other claims). Moreover, plans 
should send payments for these claims through a real-time electronic funds transfer 
system (EFT). 

In addition, to assure that pharmacies are being paid appropriately for prescrip-
tion drugs dispensed to Medicare beneficiaries, all Part D plans should be required 
to update their pricing benchmarks (i.e. AWP, WAC) on a daily basis. Without these 
daily updates, pharmacies could be underpaid for many prescriptions, especially for 
brand name drugs. 
Disclose Plan Generic Drug Reimbursement Terms 

The contracts that Part D plans offer to retail pharmacies often omit important 
information about payment rates for generic drugs. Plans should more clearly speci-
fy how the plans will reimburse retail pharmacies for the generic drugs they dis-
pense to beneficiaries, the generic drugs to which these reimbursement rates apply, 
and how often these rates will change. It is unfair to ask pharmacies to enter into 
contracts without this information, because it makes it difficult for pharmacies to 
accurately predict the reimbursement they will receive from plans for generic pre-
scriptions. 

We also believe that plans should continue to create incentives for beneficiaries 
to ask for—and for pharmacists to dispense—generic medications. The generic dis-
pensing rate for Prescription Drug Plans (PDPs) has been increasing since the start 
of the program, and is reaching almost 60 percent of all prescriptions. We think this 
very high generic dispensing rate has been achieved because of the incentives that 
beneficiaries have to ask for generics, and the incentives that pharmacists have to 
dispense generics. Pharmacists work with patients and their physicians each and 
every day to find the most cost effective therapies that will meet the physician’s 
goals for treatment. 
Establish Plan-to-Plan Rx Claim Reconciliation 

Several important claims-related administrative issues need to be brought to the 
attention of Congress. We urge that Congress direct that CMS implement a ‘‘plan 
to plan’’ reconciliation process to obviate the need for plans to use pharmacies as 
billing intermediaries. In some cases, pharmacies are being forced to refund pay-
ments to one plan for claims that have been appropriately adjudicated and already 
paid, only to have to chase down and rebill these claims to another plan. 

The need to rebill these claims to other plans occurs frequently because many 
beneficiaries—such as dual eligibles—can change plans frequently. In these cases, 
the new plan billing information may not be in the pharmacy computer system 
when a beneficiary is filling a prescription, and the old plan is incorrectly charged. 
Thus, the prescription needs to somehow be correctly charged to the beneficiary’s 
new Part D plan. 

These ‘‘reverse and rebill’’ claims have become a significant administrative burden 
for many pharmacies. For example, it is often the case that the drug for which the 
claim is reversed is not covered by the other plan, or may be covered at a different 
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cost sharing amount or payment amount. Pharmacies cannot and should not be 
caught in the middle of this process which primarily results from the fact that CMS 
and plans cannot incorporate accurate billing information into the systems fast 
enough. We ask that you work with us to encourage CMS to develop a process that 
would allow for this plan to plan reconciliation and reduce these unnecessary ad-
ministrative burdens on retail pharmacies. 
Move Medicare Part B Drugs to Medicare Part D 

Medicare Part B continues to cover certain outpatient prescription drugs that 
were covered before the development of Medicare Part D. These Part B covered 
drugs include immunosuppressive drugs, certain oral cancer drugs, certain oral 
antiemetic drugs and inhalation drugs. 

However, sometimes these drugs are covered under Part B if used by the physi-
cian for one medical reason, but Part D if being used for another medical reason. 
Part B also covers certain vaccines, such as pneumococcal and influenza vaccines. 
Part D will also cover vaccines that are not covered under Part B, and it is expected 
that many new Part D covered vaccines will be approved over the next few years. 

As you might imagine, pharmacies face significant administrative hassles and 
complexities in determining whether to bill Medicare Part B or Part D for a drug 
that could be covered under either program. Appropriate billing for these drugs de-
pends on the medical condition for which the drug is being prescribed by the physi-
cian. 

Generally, the pharmacist has to call the physician each and every time one of 
these drugs is prescribed to obtain the reason the physician is using the drug. This 
can cause delays in filling prescriptions for Medicare beneficiaries. As an interim 
step, we have been working with Part D plans to create special electronic messages 
that are being sent to pharmacies to help them bill the appropriate part of the 
Medicare program. However, to rectify this situation in the long term, Congress 
should consider moving all Medicare Part B oral and inhalation drugs to Medicare 
Part D. 

We support the provision included in last year’s tax bill that pays pharmacies for 
the administration of Part D vaccines under Part B for 2007 and then shifts pay-
ment for administration fees to Part D for 2008. We believe that CMS has developed 
a workable, practical approach to implementing this provision with the result that 
it will increase Medicare beneficiaries’ access to Part D covered vaccines. 
Incorporate Pharmacy Quality Indicators into Part D 

Without a doubt, we are disappointed that more Part D plans are not offering 
more robust medication therapy management (MTM) programs and that more plans 
are not using community-based retail pharmacies to provide these services. Unfortu-
nately, very little data exists on current Part D MTM programs to evaluate how 
these programs are being implemented. 

For example, Part D plans should be required to report to CMS the method by 
which they deliver MTM services to beneficiaries (i.e., retail pharmacies, nurses, call 
centers), the percentage of MTM services delivered through each method, and 
whether the beneficiary is given a choice of provider of MTM services. CMS should 
report these data to help improve the quality of MTM programs. 

The plans should also report the number of retail pharmacies that are under con-
tract with Part D plans to provide MTM services. It is important to know whether 
these services are being provided by community-based providers or if they are cen-
tralized through call centers. There is also no requirement that plans report the 
scope and nature of the MTM services that they provide. For example, are plans 
providing special extended counseling, refill reminders, disease-based programs or 
other specialized services? The plans should report the services most commonly pro-
vided, and the average number of days that these services are provided to bene-
ficiaries. 

While we have concerns with the evolution of Part D MTM programs to date, we 
believe that better days are ahead. NACDS is an active participant in the PQA, 
which is an alliance of Part D stakeholders that is in the process of designing qual-
ity measures for pharmacy providers. We commend CMS for launching the PQA last 
April, and we believe that the work of PQA will result in an increase in quality of 
care for Medicare beneficiaries. 

PQA is in the process of developing and validating 35 potential measures of phar-
macy quality—including in areas of patient adherence and patient safety—for such 
disease conditions as congestive heart failure, hypertension, diabetes, and 
hyperlipidemia. These quality measures could be used as the basis of evaluating the 
quality of care provided by pharmacies under Part D, and could ultimately lead to 
a ‘‘pay for performance’’ model for pharmacies. 
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We urge that CMS expeditiously conduct demonstration projects on the measures 
that are tested and validated, and seek to begin to incorporate these measures into 
the Part D program in the near future. Pharmacy recognizes that its value in the 
health care system is dependent on demonstrating that it can bring value and an 
increase in quality to the health care system and the lives of the patients that we 
serve. 

Mr. Chairman, we thank you again for calling this hearing and look forward to 
working with you on making improvements to the Medicare Part D program. 

f 

Statement of National Center for Assisted Living 

The National Center for Assisted Living (NCAL) is the assisted living voice of the 
American Health Care Association (AHCA). On behalf of NCAL and AHCA, I would 
like to thank the Committee for this opportunity to raise an issue of vital impor-
tance to America’s seniors, particularly frail elderly people with very low incomes. 
AHCA/ NCAL is a non-profit federation of affiliated state health care organizations, 
together representing nearly 11,000 non-profit and for-profit nursing facilities, as-
sisted living residences, sub-acute centers, and homes for persons with develop-
mental disabilities. NCAL represents more than 2,400 assisted living facilities pro-
viding long term care services to about 108,000 residents. 

With Medicare Part D now in its second year, it is clear that the program has 
helped millions of seniors and people with disabilities gain access to needed medica-
tions. However, Medicare Part D needs to be modified so that frailest dually eligible 
beneficiaries (those covered by both Medicare and Medicaid) are treated equally. We 
believe that an existing gap in Medicare Part D coverage may well have been a mis-
take of omission made as policymakers put together this complex legislation. 

Recognizing the vulnerability and special needs of very low-income people living 
in long term care facilities, the Medicare Modernization Act of 2003 exempted dual 
eligible beneficiaries living in ‘‘long term care facilities’’ from any cost-sharing for 
Part D prescription drugs. Technically, under the Medicare Part D program, the 
Centers for Medicare & Medicaid Services (CMS) defines a long term care facility 
as a nursing facility, an intermediate care facility for people with mental retarda-
tion and developmental disabilities, or an inpatient psychiatric hospital. 

Unfortunately, the MMA legislation did not extend the waiver of co-payments for 
prescriptions to dual eligible residents of assisted living/residential care (AL/RC) fa-
cilities and others in home and community-based settings (HCBS), despite the fact 
that this population may be eligible for nursing home care and has similar needs, 
vulnerabilities, and income limitations. Under the Part D program, dual eligible as-
sisted living residents and others in HCBS must make co-payments of $1.00–$5.35 
in 2007, with the exact amount depending on a person’s income and whether a 
medication is generic. Because of their very low income (often just a few dollars in 
a personal needs allowance), these co-payments can present financial hardships for 
dual eligible residents and can impede them from receiving necessary medications. 
Requiring these co-payments is also inconsistent with efforts to expand Medicaid- 
covered long term care options—including HCBS—for our nation’s most vulnerable 
citizens who had historically only received care in nursing homes. Under current 
law, these dual eligible residents automatically receive reduced Part D benefits by 
choosing to live at home or in an AL/RC facility rather than in a nursing home. 

AHCA/NCAL thank Senator Gordon Smith (R–OR) and the nine co-sponsors— 
Senators Jeff Bingaman (D–NM), Barbara Boxer (D–CA), Sherrod Brown (D–OH), 
Maria Cantwell (D–WA), Hillary Clinton (D–NY), Susan Collins (R–ME), Blanche 
Lincoln (D–AR), Bill Nelson (D–FL), and John Kerry (D–MA)—who have introduced 
bipartisan legislation that would provide relief to this group of frail elderly individ-
uals. The Home and Community-Based Services Copayment Equity Act of 2007 (S. 
1107) would eliminate Medicare Part D co-payments for more than one million low- 
income Americans, including dual eligible residents of AL/RC facilities and other li-
censed facilities such as group homes for people with developmental disabilities, 
psychiatric health facilities, and mental health rehabilitation centers. Dual eligible 
beneficiaries receiving services in a home setting under HCBS waivers also would 
be relieved of Part D co-payments. This legislation is supported by a growing coali-
tion of more than 35 national organizations representing a wide range of interests— 
consumers, health care and long-term care providers, geriatric care professionals, 
pharmacists, and state officials (see attached letter to Senator Smith from these or-
ganizations dated June 11, 2007). We ask that the House immediately introduce 
companion legislation. 
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Currently, approximately 15% of the nearly one million Americans in assisted liv-
ing residences are dually eligible for Medicaid and Medicare coverage. Under HCBS 
waivers, residents placed in AL/RC facilities must be eligible for placement in nurs-
ing homes. Like nursing home residents who rely on Medicaid, more than 120,000 
dual eligible residents living in AL/RC facilities have very limited financial re-
sources—often just a few dollars a month from a personal needs allowance. These 
residents, like those in nursing homes, often require multiple prescription medica-
tions—about 8–10 prescriptions—according to recent studies. So, in some instances, 
the amount of their combined Medicare Part D co-pays exceeds their monthly per-
sonal needs allowances. 

In addition, because their Part D co-pays are indexed for inflation while their lim-
ited resources grow less rapidly, if at all, there is an even greater burden placed 
on these individuals. 

On January 1, 2006, dual eligible beneficiaries who previously received medica-
tions under Medicaid programs were automatically enrolled in Medicare Part D 
drug plans. Under Part D, pharmacies and Part D Plans are not required to dis-
pense medications if a beneficiary does not pay co-payments. Unless the law is 
changed, dual eligible residents of AL/RC facilities and others receiving services 
under Medicaid waivers who cannot afford these co-payments may be at risk for not 
receiving essential medications. 

Another reason we support the elimination of Medicare Part D co-payments for 
this population is to maintain a level playing field between institutional and com-
munity-based services under Medicaid. For many years, policymakers and the public 
have supported expanding options for people to receive long-term care services at 
home and in community-based settings under the Medicaid program. AHCA/NCAL 
supports the principle of Medicaid providing the appropriate services in the setting 
that best meets each individual’s needs and preferences. According to an analysis 
of the Medicare Part D co-payment legislation, which was conducted for AHCA/ 
NCAL by the Lewin Group, by next year, the number of dual eligible beneficiaries 
in home and community based settings that would be impacted by this legislation 
will be larger than the number of dual eligible beneficiaries living in nursing homes 
and other institutions. 

For a small investment in covering Medicare Part D co-pays, Congress would re-
move an impediment that could prevent some people from remaining at home or in 
an assisted living facility, thereby saving state and federal dollars as these care set-
tings can be less expensive than the care provided in America’s nursing homes. Still, 
the most important reason to pass this legislation is to help frail, elderly seniors 
afford much-needed medications. 

Thank you for this opportunity to bring this important issue to the attention of 
the Committee. 

For more information, please contact NCAL Senior Policy Director Karl Polzer 

June 11, 2007 
The Honorable Gordon H. Smith 
United States Senate 
Washington, DC 20510 
Dear Senator Smith, 

The organizations listed below strongly support legislation that would eliminate 
Medicare Part D co-payments for low-income residents of assisted living and resi-
dential care facilities and others receiving home and community-based services 
under Medicaid. We commend you and your co-sponsors for introducing The Home 
and Community Services Copayment Equity Act of 2007 (S. 1107) and urge passage 
of this legislation. 

Recognizing the vulnerability of very low-income people living in long term care 
facilities such as nursing homes, Congress exempted dual eligibles (people eligible 
for both Medicare and Medicaid) living in these facilities from any cost-sharing for 
Part D prescription drugs. Unfortunately, the original Part D legislation did not 
eliminate co-payments for dual eligible residents of assisted living and residential 
care, even though this population is usually ‘‘nursing-home eligible’’ by definition 
and has similar needs, incomes and vulnerabilities. Like nursing home residents on 
Medicaid, the 121,000 dual eligibles in assisted living and residential care have very 
limited financial resources, often just a few dollars a month from a personal needs 
allowance. For many of these residents, the amount of their Part D co-payments ex-
ceeds their monthly personal needs allowances. 

Residents in nursing homes and assisted living and residential care use a similar 
number of prescriptions—approximately 8–10, according to recent studies. Even 
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Part D co-payments of $1—$5.35 per prescription can present financial hardships 
for dually eligible assisted living residents, and, as we have heard from facilities 
across the country, could impede people from receiving needed medications. 

Passage of S. 1107 would eliminate Part D co-payments for about 1 million dual 
eligible beneficiaries, including residents of assisted living and residential care as 
well as other licensed facilities such as group homes for people with mental retarda-
tion and developmental disabilities, psychiatric health facilities and mental health 
rehabilitation centers. Dual eligibles receiving services under home and community- 
based waivers in a home setting would also be relieved of Part D co-payments under 
the bill. 

We would like to thank you and your colleagues for introducing this legislation 
and look forward to working with you to ensure its passage. 
Letter to Senator Smith 
Page 2 

Sincerely, 
Alliance for Holistic Aging 

Alzheimer’s Association 
American Academy of Home Care Physicians 

American Association of Homes and Services for the Aging 
American Geriatrics Society 

American Health Care Association 
American Medical Directors Association 

American Network of Community Options and Resources 
American Seniors Housing Association 

American Society of Consultant Pharmacists 
Assisted Living Federation of America 

Benjamin Rose Institute 
Center for Medicare Advocacy 

Consumer Consortium on Assisted Living 
Developmental Disabilities Nurses Association 

Epilepsy Foundation 
Families USA 

Long Term Care Pharmacy Alliance 
Medicare Rights Center 

National Adult Family Care Organization 
National Alliance on Mental Illness 

National Association of Boards of Examiners of Long Term Care Administrators 
National Association for Home Care & Hospice 

National Association of Local Long Term Care Ombudsmen 
National Association of Professional Geriatric Care Managers 

National Association of Social Workers 
National Association of State Directors of Developmental Disabilities Services 

National Association of State Ombudsman Programs 
National Association of State Units on Aging 

National Center for Assisted Living 
National Community Pharmacists Association 

National Multiple Sclerosis Society 
NCCNHR: The National Consumer Voice for Quality Long-Term Care 

The Arc of the United States 
United Cerebral Palsy 

United Jewish Communities 
Washington State Long Term Care Ombudsman Program 

f 

Statement of National Home Infusion Association 

The National Home Infusion Association (‘‘NHIA’’) is pleased to present this writ-
ten statement for the record in connection with the Ways and Means Health Sub-
committee’s June 21, 2007 hearing on the Medicare prescription drug benefit. 

NHIA is a national membership association for clinicians, managers and organiza-
tions providing infusion therapy services to patients in the home and outpatient set-
tings. Our members include independent local and regional home infusion phar-
macies; national home infusion provider organizations; and hospital-based infusion 
organizations. Generally, infusion pharmacies can be defined as pharmacy-based, 
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decentralized patient care facilities that provide care in alternate sites to patients 
with either acute or chronic conditions. 

It is now clear that beneficiaries who require infusion therapy and are capable 
of receiving this therapy in their homes are not being adequately served by Part 
D. The problem stems from the fact that the Centers for Medicare and Medicaid 
Services (‘‘CMS’’) has interpreted and implemented the Part D benefit largely as a 
retail drug benefit. As explained below, Part D does not cover the infusion-related 
professional services, supplies and equipment necessary for the safe and effective 
provision of home infusion therapy. Unfortunately, the structure that can work well 
for dispensing pills and other prescriptions at the retail pharmacy level is not fea-
sible for more complex intravenous therapies that require more extensive clinical 
services, care coordination, equipment, and supplies for proper administration. It is 
noteworthy that private sector health plans typically cover home infusion therapy 
as a comprehensive medical benefit rather than a pharmacy benefit, as do some 
state Medicaid programs. 
What is Home Infusion Therapy? 

Home infusion therapy involves administering medications into the patient’s 
bloodstream. It is prescribed when the patient’s condition is so severe that it cannot 
be treated effectively by oral medications. Specific home infusion therapies provided 
include anti-infectives, chemotherapy, pain management, inotropic therapy, hydra-
tion therapy, immunotherapy, steroid therapy, tocolytic therapy and others. Medical 
conditions treated with home infusion therapy include: 

• Infections of all kinds, including respiratory, urinary tract, soft-tissue, post-op-
erative infections, and pneumonia; 

• Cancer and cancer-related pain; 
• AIDS-related conditions such as anemia, malnutrition, and severe pain; 
• Congestive heart failure; 
• Immune deficiencies; 
• Multiple sclerosis; 
• Hemophilia 
Infusion drugs must be: 
• Compounded in a sterile environment; 
• Maintained in appropriate conditions to ensure sterility and stability; 
• Administered at exactly the right dose and on the right schedule; 
• Administered using the appropriate vascular access device (often a long-term 

device) which is placed in the correct anatomical location based on the expected 
duration of therapy, the pH, osmolarity, and osmolality of the medication; 

• Administered using an appropriate drug delivery device; 
• Flushed with the proper flushing solution between doses; and 
• Monitored for adverse reactions and therapeutic efficacy. 
The range of variables that must be managed by the infusion pharmacy to ensure 

safe and appropriate administration has led commercial payers to treat home infu-
sion therapy as a medical service, reimbursed under their medical benefit (rather 
than the prescription drug benefit) and paid for using a per diem for clinical serv-
ices, supplies, and equipment with separate payments for nursing visits. It also has 
led most commercial payers to require that infusion pharmacies be accredited by na-
tionally recognized accreditation organizations. Commercial payers have used this 
model aggressively to reduce overall health care costs while achieving high levels 
of patient satisfaction. 
Home Infusion Pharmacy Services Differ from Retail Pharmacy Services 

To ensure safe and proper administration of infusion drugs as outlined above, 
home infusion pharmacies provide the following services: 

• Comprehensive assessment that considers patient history, current physical and 
mental status, lab reports, cognitive and psychosocial status, family/care part-
ner support, prescribed treatment, concurrent oral prescriptions, and over-the- 
counter medications; 

• Maintenance of appropriate procedures for the compounding and distribution of 
sterile infusion products as outlined in the national standards and state and 
federal regulations; Drug interaction monitoring and identification of potential 
drug, dose or drug-catheter incompatibilities; 

• Comprehensive admission procedures that include patient education of medical 
and disposable equipment use, medication storage and handling, emergency 
procedures, vascular access device management, recognition and reporting of 
adverse drug reactions; 
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• Comprehensive care planning that considers actual or potential drug or equip-
ment-related problems, therapy monitoring with specific patient goals, and co-
ordination of activities with other providers such as home health agencies and 
physicians; 

• Ongoing patient monitoring and reassessment activities to continually assess 
for response to treatment, drug complications, adverse reactions, and patient 
compliance; 

• Laboratory report reviews, as applicable, and subsequent consults with care 
professionals to adjust medication orders if necessary; 

• Maintenance of appropriate physical facilities for storage, preparation, dis-
pensing, and quality control of all infusion medications and equipment; 

• Ongoing employee education and competence validation activities; and 
• Performance improvement programs that include collection of clinical outcomes 

data, patient perception data, trending and analysis of these and other perform-
ance measurement data, and root cause evaluations of all sentinel events. 

Home Infusion Therapy is not a Good Fit under Part D 
CMS’s final Part D rule limited coverage of infusion therapy to the cost of the 

drugs alone and a retail-like dispensing fee. The regulation expressly disallowed 
coverage for the professional services, supplies, or equipment necessary to safely 
provide home infusion therapy, which typically represent more than half the cost 
of caring for these patients. This fundamental coverage shortfall, as well as the gen-
eral inapplicability of the retail benefit design to home infusion therapies, has ad-
versely affected the care of Medicare beneficiaries in several important ways. 

Dual-eligible beneficiaries typically had full coverage of home infusion therapy 
under Medicaid prior to their enrollment in Part D. Once enrolled in Part D, how-
ever, many dual-eligible beneficiaries initially experienced a disruption in care due 
to the states’ uncertainty as to their role in providing Medicaid ‘‘wrap-around’’ cov-
erage to fill in the gaps left by the drug-only coverage offered by Part D. CMS has 
been working to clarify the states’ role and resolve these issues, which has helped 
to minimize disruptions in care. However, dual-eligibles continue to be adversely af-
fected by restricted formularies, cumbersome prior authorization processes, inad-
equate coordination of care, and a lack of access to qualified providers in Part D 
home infusion networks. These issues have led to unnecessary hospital admissions 
and hospital discharge delays that continue to this day. 

It has been our experience that Part D enrollees who are not dual-eligibles or do 
not have supplemental insurance have little or no access to home infusion therapies 
under Medicare Part D. Since the non-covered home infusion supplies, equipment, 
and professional services constitute most of the costs associated with home infusion, 
and since most beneficiaries cannot afford to pay home infusion ancillary costs out- 
of-pocket, these Medicare beneficiaries are effectively denied access to home infu-
sion. Many are being forced to seek treatment in hospitals and skilled nursing facili-
ties at a significantly higher cost to Medicare and at much greater risk to the pa-
tients’ health and their well being. 

In addition, Part D coverage limitations can pose a very real threat to health and 
safety. There were initial reports that some non-infusion pharmacies were sending 
non-compounded intravenous drugs by mail to beneficiaries, without educating the 
patients on how to mix and administer the drug, without any clinical oversight that 
should be provided based on community standards of care, and without the nec-
essary supplies and equipment that are integral to the drug’s safe and proper ad-
ministration. Fortunately, CMS was quick to recognize the serious safety concerns 
and took steps to minimize or eliminate these occurrences. While these efforts have 
helped to address the worst abuses observed during the early weeks of Part D, the 
root causes of poor quality of care remain intact: a fundamental coverage shortfall, 
a lack of appropriate quality standards, and an alignment of incentives that do not 
foster quality patient care. 

Since the Part D benefit went into effect on January 1, 2006, the following issues 
have arisen and remain with respect to the coverage and provision of home infusion 
therapy under this benefit: 

• As described above, the absence of coverage for the professional services, sup-
plies and equipment has discouraged the participation of qualified home infu-
sion pharmacies in Part D. 

• A disturbing number of PDPs have omitted home infusion drugs from their 
formularies and have not implemented a timely exceptions process that permits 
infusion patients who have acute needs to access these drugs. 
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• Other PDPs are genuinely concerned and frustrated about Part D’s incomplete 
coverage for home infusion therapy and are waiting for CMS or Congress to cor-
rect this situation. 

• Part D does not provide quality standards applicable to home infusion therapy. 
Consequently, Medicare beneficiaries are at risk of receiving infusion drugs 
from entities that do not meet well-established standards of care. 

We should note for the Subcommittee that we are in regular communication with 
CMS officials on these issues and appreciate CMS’ on-going efforts to address our 
concerns. However, in light of the over-arching structure of the Part D benefit, as 
well as its limitations described above, it is apparent that the coverage problems 
can only be resolved by a statutory change. 

For decades, the private sector has made effective use of home infusion therapy 
to deliver life-saving treatments to patients without the added cost and inconven-
ience of hospitalization. Medicare’s ‘‘coverage gap’’ in this area actually increases 
costs to the Medicare program because patients are forced into more expensive 
treatment settings, such as hospitals or skilled nursing facilities, to receive their 
care. Since most beneficiaries cannot afford to pay home infusion ancillary costs out- 
of-pocket, the Medicare program can achieve the efficiencies, cost savings, and qual-
ity improvements employed in the private sector only if the requisite home infusion 
services, supplies, and equipment are covered under Part B. 

Why do we believe that home infusion services, supplies, and equipment should 
be covered under Part B? Part B is the most logical part of the Medicare program 
in which to place the non-drug components of the therapy and where national Medi-
care quality standards for the provision of this therapy can most easily be devel-
oped. As a result, infusion therapy could be defined and covered accurately under 
Part B. By contrast, even if Congress were to amend Part D to require full coverage 
for home infusion, it would remain an awkward fit since the Part D administrative 
structure is designed for a drug-only benefit and is not one that can easily be ad-
justed to accommodate what CMS acknowledges to be a complex medical benefit. 

Medicare’s coverage gap also jeopardizes patient safety. Studies show that the ap-
plication of stringent quality standards for home infusion therapy produces superior 
outcomes for patients. There is growing evidence that hospital stays significantly in-
crease the possibility of serious infections. When beneficiaries receive infusion ther-
apy within the home setting, they are far less likely to acquire infections. In addi-
tion, they are not inconvenienced by long distance travel to receive their treatments, 
and are able to recover from their illness within the comfort of their own homes. 
Proposed Solution 

On June 7, Representatives Eliot Engel and Kay Granger introduced the ‘‘Medi-
care Home Infusion Therapy Coverage Act’’ (H.R. 2567), which would provide com-
prehensive Medicare coverage of home infusion therapy. This legislation would con-
tinue to cover infusion drugs under Part D, but would cover home infusion therapy 
professional services, supplies and equipment under Medicare Part B. The bill also 
would provide CMS with the authority to do what is necessary to ensure that this 
benefit, involving two Parts of the Medicare program, is practical and workable for 
beneficiaries. 

Because complex intravenous therapies that require extensive clinical services, 
care coordination, equipment, and supplies should be administered in adherence to 
stringent quality standards of care, H.R. 2567 would require the Secretary of the 
Department of Health and Human Services to develop appropriate quality stand-
ards to ensure the safe and effective provision of home infusion therapy. 

If enacted, this legislation would lower costs, produce better outcomes for bene-
ficiaries, and implement rigorous quality standards. As long as Congress allows in-
complete coverage of and access to home infusion therapy in Medicare, the program 
will not realize the potential efficiencies, cost-savings, and quality improvements 
possible. 

Every day that passes without complete Medicare coverage of home infusion ther-
apy is a missed opportunity to bring cost-effective care in the most convenient set-
ting to beneficiaries. Medicare beneficiaries have a legitimate expectation that they 
now can obtain home infusion therapy through the Medicare program. We stand 
ready to work with Congress to fulfill this expectation for our seniors. Thank you 
for your interest in overseeing and improving the implementation of this important 
benefit. 

For further information, please contact Russell Bodoff, Executive Director of 
NHIA 

f 
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1 CMS guidance now extends this enrollment period to all LIS recipients. 

Statement of National Senior Citizens Law Center, Oakland, California 

The National Senior Citizens Law Center (NSCLC) is please to submit this writ-
ten statement to the House Ways and Means Committee’s Subcommittee on Health 
on the topic of protecting beneficiaries of Medicare Part D. These comments are sub-
mitted by the Oakland, California office of NSCLC, which has particular responsi-
bility in the organization for Medicare Part D advocacy and litigation. 

NSCLC advocates nationally on behalf of the low-income elderly and persons with 
disabilities. We have been working with hundreds of legal services attorneys, State 
Health Insurance Assistance Programs (SHIP) counselors, and other lawyers and 
non-lawyer advocates for the elderly and disabled on Medicare Part D issues since 
the inception of the program. These contacts with advocates across the country have 
given us the opportunity to monitor closely the challenges that low income bene-
ficiaries have faced in accessing benefits under Part D. 

Medicare Part D, after a year and a half of implementation, fails to deliver con-
sistent, guaranteed access to medically necessary drugs for all beneficiaries. The 
most vulnerable members of the Medicare population—dual eligibles (those who re-
ceive both Medicare and Medicaid) and other recipients of the Low Income Subsidy 
(LIS)—are in great need of increased protection. In this testimony, NSCLC urges 
Congress to act in four critically important areas: (1) access to the LIS for those de-
termined or deemed eligible; (2) procedural protections for LIS recipients; (3) proce-
dures allowing Medicare beneficiaries to obtain medically necessary drugs through 
exceptions and appeals; and (4) oversight, monitoring and complaint resolution for 
individuals, especially dual eligibles, who have problems getting drugs or the LIS. 
I. System Design Flaws Limit Access to Low Income Subsidy Benefits 

With the Medicare Modernization Act of 2003, Congress intended that the poorest, 
most vulnerable enrollees would receive the maximum level of protection. To this 
end, Congress mandated that dual eligible beneficiaries should be automatically en-
rolled in private drug plans, to ensure a seamless transition from Medicaid to Medi-
care drug coverage. In addition, dual eligibles receive the LIS without needing to 
apply. The LIS was designed also to assist other low-income beneficiaries who could 
not afford the high out-of-pocket costs associated with Part D. 

For dual eligibles and others automatically entitled to the LIS, the process has 
not been seamless. Systemic delays and errors in the Medicare Part D system mean 
that the proper LIS subsidy often is not available at the pharmacy counter. Accord-
ing to the recent GAO report, the data management system established by CMS 
takes a minimum of five weeks to make LIS information accessible at the pharmacy 
for new dual eligibles. CMS admits that the process may result in delays of more 
than two months. In addition, advocates report that beneficiaries often experience 
a variety of glitches that cause them to get the wrong subsidy level or to lose the 
LIS entirely. These delays and errors are not mere inconveniences. Lack of subsidy 
can lead to full-blown medical crises for LIS beneficiaries who have no other means 
of accessing necessary medications. 

Delays associated with the LIS also greatly undermine another beneficiary protec-
tion Congress created in the MMA: the continuous enrollment period that allows 
dual eligibles to change prescription drug plans at any time, effective the first day 
of the following month.1 This important procedural protection means that if a dual 
eligible needs a drug not covered by the current plan’s formulary, he or she can 
switch to a different plan that does cover the drug for the next month. Yet with 
the current flawed CMS system, requests to change plans frequently do not take ef-
fect in a timely manner, and LIS information may be further delayed or lost. When 
dual eligibles and other LIS individuals are not promptly transferred along with 
their subsidy, they cannot receive the full intended benefit of a continuous enroll-
ment period. 

If Medicare Part D is to provide full protection for LIS beneficiaries, an infrastruc-
ture for transferring data in real time is indispensable. The many Part D actors in-
clude private drug plans, the States, the SSA, pharmacies, and a multitude of gov-
ernment contractors. Without strong federal leadership, the current complex system 
will continue to breed widespread inefficiency, delays, confusion, and errors for 
beneficiaries. 

To this end, Congress should establish a deadline for CMS conversion to 
a real-time data transfer system. With a single, central data system that all 
relevant parties could access in real time, LIS errors would be reduced and 
beneficiaries would receive fewer confusing mixed messages. Pharmacists 
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2 The POS mechanism also suffers from other major flaws. For instance, pharmacists who con-
tract with Part D plans are not required to use it. As one advocate explains, ‘‘I frequently hear 
from clients that pharmacists either don’t understand POS billing or simply don’t want to spend 
the time going through the steps to bill POS.’’ Contact NSCLC for more information about flaws 
with the POS and how to fix them. 

3 Plans are required to have transition policies for medications on which a beneficiary is al-
ready stabilized, but beneficiaries to not enjoy these protections for new prescriptions. 

would receive reliable information about their customers’ plan enrollment 
and subsidy status. 

Most immediately, dual eligibles and other low-income beneficiaries desperately 
need an effective safety net for the times when the current system fails to deliver 
accurate LIS information. The current pharmacy-level safety net for dual eligibles, 
the Point of Sale (POS) mechanism, covers only one type of problem encountered 
by dual eligibles (delayed auto-enrollment).2 Dual eligibles and others who encoun-
ter problems with the LIS or with plan membership are not permitted to access the 
POS mechanism for a temporary supply of medication. 

Congress should requie CMS to expand the scope of this safety net to 
cover all LIS problems. 
II. CMS Drops LIS Recipients Without Adequate Due Process 

In late 2006, more than 630,000 low-income Medicare beneficiaries—eight percent 
of all LIS recipients—were dropped off of the LIS for 2007 because of a change in 
their Medicaid status. These individuals lost their subsidy effective January 1, 2007, 
unless they took some further action. Appropriately, given the administration’s 
abandonment of this group’s needs, this population was known as the ‘‘un-re-
deemed.’’ 

CMS failed to take appropriate procedural steps to ensure that this vulnerable 
population would continue to receive access to necessary medications. CMS did not 
review ‘‘un-redeemed’’ cases to determine whether their income and resources were 
low enough to remain eligible for the LIS or whether they could qualify for the LIS 
on some other basis. The agency simply terminated the benefit outright. While CMS 
asserted that the agency sent a notice to these individuals in September, many 
beneficiaries report never receiving it. Those who did receive the notice were told 
that they must apply with SSA to re-qualify. 

‘‘Un-redeemed’’ beneficiaries had no opportunity to appeal. As a result, individuals 
who were victims of a CMS mistake (i.e. who were in fact still receiving Medicaid) 
found themselves bounced back from drug plans to CMS to SSA and to State agen-
cies. No governmental entity took ownership of this problem. To make matters more 
confusing, SSA implemented an entirely separate process for ‘‘redetermining’’ LIS 
eligibility for those who qualified for the LIS through an application with SSA. 
Congress should require CMS to: 

• Establish sufficient procedural protections to ensure that no bene-
ficiary drops off the LIS rolls because of loss of automatic eligibility 
without first being screened for all possible categories of LIS eligibility. 

• Institute appropriate notice and appeal rights. 
• Streamline and standardize CMS and SSA processes for reviewing LIS 

eligibility in order to minimize confusion. 
III. The Exceptions and Appeals Process Needs Overhaul. 
The MMA gives all Medicare Part D beneficiaries a statutory right to appeal a 

drug plan’s decision to deny coverage of a prescription drug. In practice, however, 
the procedures authorized by CMS are so complicated and contain so many major 
gaps that beneficiaries’ ability to exercise that right is severely constrained. 

Typically, a beneficiary learns that his or her prescription will not be covered by 
the plan at the pharmacy. The pharmacist receives a computer message of non-cov-
erage. The beneficiary is then faced with the choice of paying full price for the drug 
(an impossibility for most dual eligibles and other LIS recipients) or going without 
needed medication. 

Beneficiaries are given no specific information or assistance in requesting an ex-
ception to the formulary or otherwise appealing the denial of coverage. CMS does 
not even mandate that pharmacists share the specific reasons for the denial with 
the beneficiary, although specific denial codes are generally available. The bene-
ficiary usually receives no specific notice of appeal rights. Instead, a generic notice 
is posted somewhere on a pharmacy wall, without plan-specific contact information. 
Most importantly, the beneficiary has no right to an emergency supply of drugs, 
even in circumstances of extreme hardship.3 
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If a beneficiary manages to find information about the appeals procedure, he or 
she will learn that the initial denial at the pharmacy cannot be immediately ap-
pealed; instead, the beneficiary must take the additional step of asking for a ‘‘cov-
erage determination,’’ a request that often must be supported by a doctor’s state-
ment. Each plan may have a different process for handling coverage determinations. 

Once a beneficiary obtains a coverage determination, appeal rights finally begin. 
There are five different levels of appeals, beginning with reconsideration by the plan 
itself and ending with federal court review. Those without skilled advocates or pa-
tient doctors stand little or no chance of navigating this labyrinth of appeals. More-
over, advocates and beneficiaries report that plans often fail to adhere to the re-
quired timeframes; CMS does not appear to be monitoring this activity. 

Congress could require simplification and streamlining of the appeals 
process. NSCLC recommends the follow steps, which could be accom-
plished by CMS regulation, guidance and enforcement. 

• Require plans to treat the denial at the pharmacy as a coverage deter-
mination, triggering notice requirements and appeal rights. 

• Provide particularized notices stating the reason for denial and ex-
plaining procedures for contesting a determination. 

• Require provision of temporary emergency drug supplies. 
• Establish uniform procedures and criteria for all Part D drug plans. 
Another serious impediment to access to necessary and often life saving drugs, is 

the statutory limit on Part D coverage of off-label uses. Currently, the MMA permits 
Part D coverage of off-label uses only if those uses appear in one of three commer-
cially prepared compendia, leading to significantly more restrictive coverage than is 
provided by many non-Medicare insurance plans, which cover off-label uses if sup-
port by peer-reviewed literature, and by Medicaid, which gives states appropriate 
flexibility in off-label coverage. 

NSCLC recommends that Congress amend the MMA to provide Part D 
coverage of recognized off-label uses of medication when supported by a 
showing of medical necessary. 
IV. Oversight, Monitoring and Complaint Resolution Are Inadequate. 

The current CMS system for tracking and resolving complaints involving Medi-
care Part D is faulty. CMS relies too much on the private Part D plans to receive 
and respond to beneficiary complaints. This failure has two serious consequences: 
(1) dual eligibles and others do not get the help they need solving problems; and 
(2) CMS is not able efficiently to identify systemic problems and come up with effec-
tive, system-wide solutions. 

When problems arise like those involving the Low Income Subsidy (described in 
Section I above), beneficiaries are not able to get the help that they need to resolve 
the problem, but are often bounced between plans and CMS. If a beneficiary con-
tacts 1–800–MEDICARE, the customer service representative tells him or her to 
first contact the Part D plans, even though plan representatives are often unable 
or unwilling to untangle LIS data errors. Beneficiaries end up being sent from plan 
to agency and back again without resolution. As one experienced advocate told us, 
‘‘My clients are not able to resolve these types of problems [with the Low Income 
Subsidy] on their own and they do not know who to contact for assistance. By the 
time they reach me, they are confused and exhausted by their fruitless efforts.’’ 

CMS has no way to track such frustrating experiences. CMS directs 1–800–MEDI-
CARE customer services representatives (CSRs) not to keep a detailed record of the 
problems of callers who are referred to plans. CSRs have no capability to enter com-
plaints about the Medicare Part D system itself (e.g., that CMS has not promptly 
transferred LIS information) into the CMS complaint tracking system. When callers 
do manage to file complaints successfully, the overwhelming majority of those are, 
once again, forwarded on to plans for resolution. CMS does little to determine the 
effectiveness of plans’ complaint resolution. For all of these reasons, CMS’ current 
monitoring system fails to capture the beneficiary experience. Relying only on aggre-
gate complaint data and limited polling, CMS officials are often unaware of systemic 
problems faced by the most vulnerable Part D participants. 

Increased Congressional oversight of CMS can help solve this problem. 
Congress should: 

• Require CMS to establish a special ombudsman or other trouble-shoot-
ing office to get LIS and enrollment problems fixed quickly; 

• Increase funding for State Health Insurance Assistance Programs 
(SHIPs), and community based organizations which provide the one-on- 
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one counseling that is necessary in light of the complexities of Medi-
care Part D; and 

• Mandate continued, in-depth investigation of problems faced by dual 
eligibles and other low-income Medicare Part D beneficiaries. 

Thank you for the opportunity to submit this testimony. The National Senior Citi-
zens Law Center would be pleased to work with the Congress to address the prob-
lems we have identified; please feel free to contact any of us. 
Anna Rich, Liman Fellow 
Katharine Hsiao, Co-Directing Attorney 
Georgia Burke, Co-Directing Attorney 
Kevin Prindiville, Staff Attorney 

f 

Statement of Alliance of Claims Assistance Professionals 

Medicare Part D needs to streamline procedures for snowbirds. My clients are ex-
periencing great difficulty because of address change forms and involuntary 
disenrollment due to relocation. Plan D members receive a flurry of forms they do 
not understand, and anxiety levels are high. If there were one government Medicare 
D plan, this would not be a problem. Privatization is costing more than it is worth. 
In Ohio, 59 private plans all have customer service with extended hours. How much 
is this costing taxpayers? 

Recently, I called 1–800–medicare for a client under 65 who needs a D plan. The 
‘‘benefit specialist’’ immediately launched into a hard sell on the Humana Advan-
tage plan with pdp. She knew all the benefits of this plan down to the fine print. 
I reached her at a government agency—are taxpayers now paying to advertise prod-
ucts of a private insurance company? 

Kathleen Hogue 
MEDIFORM Inc. 
Lisa, 
What I have found is that patients were taken advantage of in that they thought 

they were enrolling for Part D and somebody signed them up for an Advantage plan. 
When they realized that their Physicians would not take that plan, they have a very 
difficult time re-enrolling in traditional Medicare. 

Robin 
I am in complete agreement. 
What I heard from my congressman is that choices are good and probably the 

next generation of seniors will want the choices............. 
In Connecticut we have 54 plans available this year. I am for choices, but I would 

not want to have that many choices. They are confusing to seniors and did not add 
any value to the program. 

From the first year to the second year the overall quality of coverage decreased. 
If this trend continues we will be dwindling down to nothing. 

Katalin 

Æ 
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